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SECTION |

Notice Inviting Tender (NIT)
HLL Biotech Limited.

INVITES TENDER FOR SUPPLY, INSTALLATION, COMMISSIONING AND VALIDATION OF LAB EQUIPMENT
(PHASE-IV) AT HLL BIOTECH LTD, CHENGALPATTU

Tenders are invited from vendors for Supply, Installation, Commissioning and Validation of following Equipment’s:

Schedule Equipment name Capacity Qty EMD (in Rs)
No
| Vortex Mixer 2 2,600.00
Il Table top cooling centrifuge 1.8 ml to 50 ml 1 24,000.00
Il Bag sealing machine 2 9,600.00
v Deep freezer (Ultra low) 250 Lts 11 77,000.00
400 Lts 1 8,000.00
200 Lts 1 7,000.00
v Hot air oven 500 Lts 3 23,400.00
Flow rate: 100-3000 13 57,200.00
mi/min.
Flow rate: 1000-10000 5 38,000.00
ml/min.
Flow rate: 0-3 I/min. 10 44,000.00
Vi Peristaltic pump
Vil Air Sampler 11 88,000.00
VIl Apo trinocular stereomicrosc ope 1 24,000.00
IX Chiller water bath 20L 1 4,000.00
X Conductivity meter Should be operated at 800C 7 25,500.00
Xl Cooling centrifuge 6 Its (1.5*4) 1 48,000.00
Xl Cooling batch centrifuge Floor mounted, 6lts, rpm 10000 max. 3 1,80,000.00
Xl Deep freezer (Low) 250 lts 2 12,000.00
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Schedule Equipment name Capacity Qty EMD (in Rs)
No
A\ Deep freezer (Low- Horizontal) 460 Its 3 21,000.00
XV Egg Incubator 1000 eggs 1 30,000.00
XVI GMP 300 L 8 71,500.00
Refrigerator
XV Gas Chromatograp hy 2 1,40,000.00
XVIII HPLC system 1 56,000.00
XIX Incubator 200 Lts 3 72,000.00
800-1000 L 6 1,44,000.00
XX Inspissator 1 14,000.00
Inverted fluorescence microscope 1 32,000.00
Upright Microscope 2 12,000.00
Inverted microscope 4 24,000.00
XXI
XXII LN2 storage container -700C, 180 L, 4 51,500.00
Vertical
XX Magnetic stirrer with hot plate To hold 20L glass bottle capacity 1 2,000.00
To hold 20 L bottle 4 24,000.00
To hold 5L, 15 L bottle 2 12,000.00
platform 400mm 50 L 11 66,000.00
carboy with RPM 0-1200
XXIV Magnetic Stirrer
XXV Micro Aerophilic condition incubator 2 48,000.00
XXVI PCR 1 18,000.00
XXVII pH & Conductivity meter 5 15,000.00
XXVIII pH meter 8 19,500.00
XXIX Refrigerated Shaker Incubator 2Litrs *6 flask 1 16,000.00
(vertical)
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Schedule Equipment name Capacity Qty EMD (in Rs)
No

XXX Roller culture Apparatus 4 2,18,000.00

XXXI Shaker Incubator 200Lts 1 13,000.00

XXX Spectrophoto meter UV with CPU 200-1100nm 2 18,000.00

XXX Table top centrifuge 1 ml tubes 1 36,000.00

XXXIV Thermohygro meter 28 1,700.00

XXXV Ultra sonication bath 12.2L 1 4,500.00

XXXVI Vacuum Pump 1 2,000.00

XXXVII Potentiometer 1 5,000.00

XXXVII Water bath 20to 100 °C 2 10,000.00
30L 2 10,000.00
2209 2 16,000.00
810g 1 8,000.00
4109 1 8,000.00
220g 1 8,000.00
150Kg 1 8,000.00
15Kg 1 8,000.00
1 g to 600g Readability - 1mg 3 8,000.00
10g to 10Kg (Readability - 100mg) 1 8,000.00
0.1 to 1000 g 1 8,000.00
0.1to 40 kg 5 8,000.00
3-20 kg 1 6,800.00
Upto 3 Kg 1 4,000.00

XXXIX Weighing Balance 0.1to 40 kg 1 8,000.00

Note: The list may vary (increase / decrease) during order finalisation.
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Details regarding important dates are as follows:
S| No. Description Schedule

04.12.2017 (For Sch I to X)

05.12.2017 (For Sch Xl to XX)

i. Pre Bid Meeting Date & Time 06.12.2017 (For Sch XXI to XXX)

07.12.2017 (For Sch XXXI to XXIX) @ 11:00 Hrs

HLL Biotech Limited,
Integrated Vaccine Complex,
SF 192-195, Tirumani Village
Chengalpattu -600 301

26.12.2017 (For Sch | to X)

27.12.2017 (For Sch Xl to X)

ii. Closing date & time for receipt of Tender 28.12.2017 (For Sch XXI to XXX)

29.12.2017 (For Sch XXXI to XXXIX) @ 11:00 Hrs

ii. Pre Bid Meeting Venue

Time and date of opening of Techno-

iv. Commercial Bids 26.12.2017 — 29.01.2017 @ 11:30 Hrs
HLL Biotech Limited,
v Venue of Opening of Techno Commercial Integrated Vaccine Complex,
' Tender SF 192-195, Tirumani Village

Chengalpattu -600 301

Interested parties may visit www.lifecarehll.com / www.hllbiotech.com to download the Tender. Subsequent amendments/
addendum if any will be published in these websites, the parties are advised to visit the website regularly for updates. Tenders in
sealed envelopes super scribing,

“Tender for Supply, Installation, Commissioning and Validation of Lab equipment (Phase-1V) for Integrated
Vaccines Complex, Chengalpattu”

may be submitted to the address mentioned in Serial no. v of the table above.
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INSTRUCTIONS TO BIDDERS

1. The successful bidder will have to enter into a written Contract / Agreement with the Purchaser, the terms
and conditions of which are enclosed herewith.

2. The tender should be signed in long hand, dated, duly stamped and witnessed at all places provided therein.
Also all pages, drawings, corrections/alterations should be initialed/stamped.

3. Bidder must be careful to deliver a bonafide tender. Any tender which proposes any alterations to any of the
conditions laid down which proposes any other conditions or any description whatsoever is liable to be
rejected.

4. Intimation of tenders’ quotation by a telegram/fax will not be considered.

5. Tenders must be accompanied by a certified true copy of the Power of Attorney in favour of the signatory to
the tender which should interalia empower him/her to bind the firm to Arbitration Clause given in the Articles
of Agreement and Contract conditions.

6. In case a blank tender is being submitted, it should be marked prominently ‘BLANK’ on the envelope and
signed by the authorized person.

7. Inview of postal and other delays, the tenders should be posted sufficiently in advance of the last date fixed
for receipt of tenders or be sent by a special messenger. Tender received late shall be liable for rejection.

8. Prices shall be written in ink and shall be entered both in figures and words. In case of discrepancy the
figure quoted in words shall be taken as accurate. In case of any discrepancy in the unit and amount, the
unit rate shall be taken as accurate.

9. Prices quoted by the bidder shall be firm and valid even if the contract is split in two or more parts among
different bidders.
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GENERAL INFORMATION

PROJECT LOCATION

HLL BIOTECH LIMITED, CHENNAI

INTEGRATED VACCINES COMPLEX, CHENGALPATTU

PROJECT TITLE

INTEGRATED VACCINES COMPLEX, CHENGALPATTU

CORPORATE OFFICE

HLL Biotech Limited,
Integrated Vaccine Complex,
SF 192-195, Tirumani Village

Email: ramanr@hllbiotech.com

Chengalpattu -600 301,Ph no. 044-22544949

CLIMATE

Maximum Temperature: 39.4°C
Minimum Temperature: 18.3°C

ACCESS TO SITE

Nearest Railway Station is Chengalpattu
Nearest airport is Chennai

By Road (Chennai to Chengalpattu GST Road).
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Introduction

HLL Biotech Limited (HBL), a subsidiary of HLL Lifecare Limited, (a CPSU under Ministry of Health & Family
Welfare, Government of India, is implementing "an Integrated Vaccines Complex (IVC) - a project of national
importance’ at Chengalpattu, near Chennai. The proposed complex is a state of the art facility with cGMP
compliance for manufacturing vaccines required for the immunization programme of Government of India.

HLL Biotech Limited has associated with NNE Pharmaplan India Limited, hereinafter called as “NP” has
been appointed as “Engineering Consultants”. NNE Pharmaplan shall design and engineer this facility,
incorporating the latest GMP Standards and best practices. This facility shall be built as per the latest
International trends and upon completion, shall be in compliance with Indian FDA (Schedule M), WHO/GMP
regulations.

One amongst the several other jobs is to supply, install and commission the equipment’s / systems.

The scope of work involved is detailed in the subsequent paragraphs and is precise to the extent possible.
However, it is expected from the supplier to consider and supply all those required for successful installation
and functioning of the equipment / system.

Scope of Vendor

The scope of vendor would be to comply with the enclosed URS, Plan, Supply, execute commission &
validate the system as per URS and drawings.

Quote for the unit against the URS, along with all options. The price to include all spare parts;
documentation; packing; freight charges; start-up & commissioning; complete qualification package (FAT,
SAT, DQ, IQ, OQ, PQ) and training and charges whatsoever required to complete the task in all respects to
ensure the equipment operation is in accordance with the requirements of design documents.

Involve with the purchaser and the consultants to establish documented evidence that the proposed design
of the system is in compliance with the GMP requirements mentioned in the User Requirement Specification,
Installation requirement specification and Risk Analysis.

The complete system should be fabricated and installed as per design review report and the regulations
mentioned in the URS (Under point number 2.0) and ultimately allows to validated as per NPI Validation
philosophy prepared based on Indian FDA (Schedule M), WHO/GMP regulations

Quality and Project Planning: The Quality and Project Plan should define the activities to be performed, their
timing, who will perform them, the control mechanisms to be used, and the deliverable items. Project Time
Schedule must be created for that purpose. This document should define:

v Project Milestones
v Project Activities
v" Planned start and end date of each activity

Quality Assurance activities during manufacturing: E.g. Collecting the material certificates, surface
roughness certificates, weld documentation, etc.

System Build (assembly and system integration): The final assembly of the mechanical, electrical, and
control components (hardware and software) into an integrated functional system should be performed by
the vendor — according to the design documentation and the approved assembly drawings (e.g. installation
drawing, P&ID, electrical diagrams).
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Construction Review: The integrated functional system is reviewed against the design documentation of the
component manufacturers and the approved assembly drawings (e.g. installation drawing, P&ID, electrical
diagrams). QC inspection and test reports

Testing: Vendor to describe testing not related to specific user requirements, but which is required for other
purposes, e.g. to comply with regulatory requirements applicable to the manufacture of pressure vessels.
Details as follows:

a) Pressure Vessel Testing: Prior to System Build, the pressure vessel should be subjected for pressure
test in accordance with the applicable Pressure Vessel Code.

b) Functional Testing: The Functional Testing is not related to specific user requirements, but is required for
other purposes, e.g. to comply with regulatory requirements applicable to the manufacture of the system.

c) Factory Acceptance Testing: The Factory Acceptance Test is a important milestone. The following tests
and inspections will be performed but not limited to:

1. Inspection to verify that all deliverables are available for shipping
2. Inspection to verify that the correct system was built
3. Testing to verify correct operation

d) Note: FAT is critical to the delivery on time and equipment performance.

Installation: Installation is a set of activities that have to be completed before site acceptance testing can
start. Such activities include: putting in place, leveling, connecting media (including electrical power), turning
on media and checking for leakages, fixing any leakages, checking direction of rotation for electrical motors,
calibration, etc. The installation —has to be performed by the vendor.

Pre-Delivery Inspection and Final Inspection: The Final Inspection should be the last quality related activity
performed before delivery to the user site and thus need to be performed after Factory Acceptance Testing.

Turnkey (if any): Supply, Installation, Commissioning and Validation of Lab equipment (Phase-IlI)

Project Management: Activities or the procedures to be followed, and responsibilities related to
Project Management are as follows:

a) Project communication: Biweekly project update should be provided by the vendor in the early stage
of this project.

b) Communication paths: In general, all communication of the vendor shall be directed through the
vendor Project Manager. The vendor Project Manager should forward the information as necessary.

c) Means of communication: E-mail messages and facsimiles (fax) may be used for communication as
alternatives to traditional letters and telephone conversations.

d) Sanctity of communication: This also applies to decisions (e.g. approvals, accepted/rejected change
requests, etc.), which always shall be communicated in writing. Such e-mail messages or facsimiles
are considered equally binding as signhed paper documents provided that the following data is provided:
- The full name of the person making the decision
- The date of the decision

Progress reporting: See section Project Communication for details on how the progress may be
communicated to the user company
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o Documentation Management: Documents need to be trustworthy, reliable, authentic, and available for as
long as required by applicable legal, regulatory, or business standards.
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SECTION — I
GENERAL INSTRUCTIONS TO TENDERERS (GIT)
CONTENTS
Sl. No. Topic
A PREAMBLE
1 Definitions and Abbreviations
2 Introduction
3 Language of Tender
4 Eligible Tenderers
5 Eligible Goods and Services
6 Tendering Expense & Tender Fee
B TENDER ENQUIRY DOCUMENTS
7 Contents of Tender Enquiry Documents
8 Amendments to Tender Enquiry Documents
9 Clarification of Tender Enquiry Documents
C PREPARATION OF TENDERS
10 Documents Comprising the Tender
11 Tender Currencies
12 Tender Prices
13 Indian Agent
14 Firm Price / Variable Price
15 Alternative Tenders
16 Documents Establishing Tenderer’s Eligibility and Qualifications
17 Documents Establishing Good’s Conformity to Tender Enquiry Document
18 Earnest Money Deposit (EMD)
19 Tender Validity
20 Signing and Sealing of Tender
D SUBMISSION OF TENDERS
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Sl. No. Topic

21 Submission of Tenders
22 Late Tender
23 Alteration and Withdrawal of Tender
E TENDER OPENING
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25 Basic Principle
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G AWARD OF CONTRACT
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38 Award Criteria
39 Variation of Quantities at the Time of Award
40 Notification of Award
41 Issue of Contract
42 Non-receipt of Performance Security and Contract by the Purchaser/Consignee
43 Return of EMD
44 Publication of Tender Result
45 Corrupt or Fraudulent Practices
46 Integrity Pact (IP)
a7 Paying Authority
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A. PREAMBLE
1. Definitions and Abbreviations:
11 The following definitions and abbreviations, which have been used in these documents shall have the
meanings as indicated below:
1.2 Definitions:
(i) “Purchaser” means the organization and / or its representatives (consultants) purchasing goods and

(i)
(i)
(iii)
(iv)
v)

(vi)

(Vi)

(viii)

(ix)

)

(xi)

(xi)

services as incorporated in the Tender Enquiry document.
“Tender” means Bids / Quotation / Tender received from a Firm / Tenderer / Bidder.
“Tenderer” means Bidder/ the Individual or Firm submitting Bids / Quotation / Tender

“Supplier” means the individual or the firm supplying the goods and services as incorporated in the
contract.

“Goods” means the articles, material, commodities, livestock, furniture, fixtures, raw material, spares,
instruments, machinery, equipment, medical equipment, industrial plant etc. which the supplier is
required to supply to the purchaser under the contract.

“Services” means services allied and incidental to the supply of goods, such as transportation,
installation, commissioning, provision of technical assistance, training, after sales service, maintenance
service and other such obligations of the supplier covered under the contract.

“Earnest Money Deposit” (EMD) means Bid Security/ monetary or financial guarantee to be furnished
by a tenderer along with its tender.

“Contract” means the written agreement entered into between the purchaser and/or consignee and the
supplier, together with all the documents mentioned therein and including all attachments, annexure
etc. therein.

“Performance Security” means monetary or financial guarantee to be furnished by the successful
tenderer for due performance of the contract placed on it. Performance Security is also known as
Security Deposit.

“Consignee” means the organization/person to whom the goods are required to be delivered as
specified in the Contract. If the goods are required to be delivered to a person as an interim consignee
for the purpose of despatch to another person as provided in the Contract then that “another” person is
the consignee, also known as ultimate consignee. Consignee is HBL, Chennai.

“Specification” means the document/standard that prescribes the requirement with which goods or
service has to conform.

“Inspection” means activities such as measuring, examining, testing, gauging one or more
characteristics of the product or service and comparing the same with the specified requirement to
determine conformity.

“Day” means calendar day.
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(xiii) “Employer” means HBL, Chennai.

1.3 Abbreviations:

(i)
(ii)
(iii)
(iv)
v)
(vi)
(vii)
(viii)
(ix)
)
(xi)
(xii)
(xiii)
(xiv)
(xv)
(xvi)
(xvii)
(xviii)
(xix)
(xx)
(xxi)
(xxii)
(xxiii)
(xxiv)
(xxvi)
(xxix)
(xxx)
(xxxi)
(xxxi)
(xxxii)

“T E Document” means Tender Enquiry Document
“NIT” means Notice Inviting Tenders.

“GIT” means General Instructions to Tenderers
“SIT" means Special Instructions to Tenderers
“GCC” means General Conditions of Contract
“SCC” means Special Conditions of Contract
“DGS&D” means Directorate General of Supplies and Disposals
“NSIC” means National Small Industries Corporation
“PSU” means Public Sector Undertaking

“CPSU” means Central Public Sector Undertaking
“LSI” means Large Scale Industry

“SSI” means Small Scale Industry

“LC" means Letter of Credit

“DP” means Delivery Period

“BG” means Bank Guarantee

“ED” means Excise Duty

“CD” means Custom Duty

“VAT” means Value Added Tax

“CENVAT” means Central Value Added Tax
“CST” means Central Sales Tax

“RR” means Railway Receipt

“BL” means Bill of Lading

“FOB” means Free on Board

“FOR” means Free on Rall

“DAP” means Delivered at Place

“DDP” means Delivery Duty Paid named place of destination (consignee site)

“INCOTERMS” means International Commercial Terms as on the date of Tender Opening

“MOH&FW” means Ministry of Health & Family Welfare, Government of India.

“AMC” means Annual maintenance Contract (labour, spare and preventive maintenance)

“RT” means Re-Tender.
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2.1

2.2

2.3

2.4

3.1

3.2

4.1

51

Introduction

The Purchaser has issued these TE documents for purchase of goods and related services as mentioned in
subsequent paragraphs which also indicates, inter alia, the required delivery schedule, terms and place of
delivery.

This section (Section Il - “General Instruction Tenderers”) provides the relevant information as well as
instructions to assist the prospective tenderers in preparation and submission of tenders. It also includes the
mode and procedure to be adopted by the purchaser for receipt and opening as well as scrutiny and
evaluation of tenders and subsequent placement of contract.

The tenderers shall also read the Special Instructions to Tenderers (SIT) related to this purchase, as
contained in Section Il of these documents and follow the same accordingly. Whenever there is a conflict
between the GIT and the SIT, the provisions contained in the SIT shall prevail over those in the GIT.

Before formulating the tender and submitting the same to the purchaser, the tenderer should read and
examine all the terms, conditions, instructions, checklist etc. contained in the TE documents. Failure to
provide and/or comply with the required information, instructions etc. incorporated in these TE documents
may result in rejection of its tender.

Language of Tender

The tender submitted by the tenderer and all subsequent correspondence and documents relating to the
tender exchanged between the tenderer and the purchaser, shall be written in the English language, unless
otherwise specified in the Tender Enquiry. However, the language of any printed literature furnished by the
tenderer in connection with its tender may be written in any other language provided the same is
accompanied by an English translation and, for purposes of interpretation of the tender, the English
translation shall prevail.

The tender submitted by the tenderer and all subsequent correspondence and documents relating to the
tender exchanged between the tenderer and the purchaser, may also be written in the Hindi language,
provided that the same are accompanied by English translation, in which case, for purpose of interpretation
of the tender etc, the English translations shall prevail.

Eligible Tenderers

This invitation for tenders is open to all suppliers who fulfil the eligibility criteria specified against clause 16 of
GIT Sec. Il in this document.

Eligible Goods and Services

All goods and related services to be supplied under the contract shall have their origin in India or any other
country with which India has not banned trade relations. The term “origin” used in this clause means the
place where the goods are mined, grown, produced, or manufactured or from where the related services are
arranged and supplied.

Tendering Expense and Tender fee
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6.1

Tender Expense: The tenderer shall bear all costs and expenditure incurred and/or to be incurred by it in
connection with its tender including preparation, mailing and submission of its tender and for subsequent
processing the same. The purchaser will, in no case be responsible or liable for any such cost, expenditure
etc regardless of the conduct or outcome of the tendering process.

6.2 Tender Cost/Tender fee: The tenderer should submit the tender fee of Rs.5,000/- (GST Extra) for
National Bids or USD 100 for International Bids as on tender publishing date in the form of Demand Draft
or Banker’s cheque in favour of HLL Biotech limited, payable at Chennai. The DD/ Banker's cheque has
to be enclosed along with the Techno-Commercial Bid which is non-refundable. In case of cancellation
of tender by HBL, the tender cost/fee shall be refunded.

B. TENDER ENQUIRY DOCUMENTS

7.

7.1

7.2

YV VV VVYVYVVVYVYVVVYVVVYVYVYVYVYVYYVYYVY

Content of Tender Enquiry Documents

In addition to Section | — “Notice inviting Tender” (NIT), the TE documents include:

Section Il — General Instructions to Tenderers (GIT)

Section IlI — Special Instructions to Tenderers (SIT)

Section IV — General Conditions of Contract (GCC)

Section V — Special Conditions of Contract (SCC)

Section VI — List of Requirements

Section VI — Technical Specifications

Section VIII — Quality Control Requirements

Section IX — Qualification Criteria

Section X — Tender Form

Section X — Price Schedules(Domestic, Imports, AMC, Turnkey)
Section XII — Questionnaire

Section XIII — Bank Guarantee Form for EMD

Section XIV — Manufacturer’s Authorisation Form

Section XV(A) — Bank Guarantee Form for Advance Payment

Section XV(B) — Bank Guarantee Form for Performance Security/AMC Security
Section XVI — Contract Forms (Supply of Equipment - A & AMC — B)
Section XVII — Proforma of Consignee Receipt Certificate

Section XVIII — Proforma of Final Acceptance Certificate by the consignee
Section XIX — Check List for the Tenderers

Section XX — Consignee List

Section XXI - Integrity Pact

Section XXII - Instruction of Ministry of Shipping & Transport, New Delhi, India
Section XXIIl - Schedule of Fiscal Aspects

The relevant details of the required goods and services, the terms, conditions and procedure for tendering,
tender evaluation, placement of contract, the applicable contract terms and, also, the standard formats to be
used for this purpose are incorporated in the above-mentioned documents. The interested tenderers are
expected to examine all such details etc to proceed further.
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8.1

8.2

8.3

9.1

Amendments to Tender Enquiry documents

At any time prior to the deadline for submission of tenders, the purchaser may, for any reason deemed fit by
it, modify the TE documents by issuing suitable amendment(s) to it.

Such an amendment will be natified in the website of www.hllbiotech.com / www.lifecarehll.com. The
interested parties are advised to regularly visit the website for further updates.

In order to provide reasonable time to the prospective tenderers to take necessary action in preparing their
tenders as per the amendment, the purchaser may, at its discretion extend the deadline for the submission
of tenders and other allied time frames, which are linked with that deadline.

Clarification of Tender Enquiry documents

A Tenderer requiring any clarification or elucidation on any issue of the TE documents may take up the same
during the pre-bid conference. The purchaser will respond to such request by publishing the response /
clarification in the official websites.

C. PREPARATION OF TENDERS

10.

10.1

A)

Documents Comprising the Tender

The Two Bid System, i.e. “Techno-Commercial Bid” and “Financial Bid” prepared by the tenderer shall
comprise the following:

Techno-Commercial Bid (Un priced Bid)

i) Earnest money furnished in accordance with GIT clause 18.1 alternatively, documentary evidence as
per GIT clause 18.2 for claiming exemption from payment of earnest money.

i)  Tender Form as per Section X (Un-priced).

iii) Documentary evidence, as necessary in terms of GIT clauses 4 and 16 establishing that the tenderer is
eligible to submit the tender and, also, qualified to perform the contract if its tender is accepted.

iv) Tenderer/Agent who quotes for goods manufactured by other manufacturer shall furnish Manufacturer’s
Authorisation Form.

v)  Power of attorney in favour of the signatory of the tender document.

vi) Documents and relevant details to establish in accordance with GIT clause 17 that the goods and the
allied services to be supplied by the tenderer conform to the requirement of the TE documents.

vii) Performance Statement as per section IX along with relevant copies of orders and end users
satisfaction certificate.

viii) Price Schedule(s) as per Section Xl filled up with all the details including Make, Model, etc. of the
goods offered with prices blank (without indicating any prices).

ix) Certificate of country of origin by the bidder from abroad. (Chamber of commerce)
X) Checklist as per Section XIX.

xi) IRS and URS (Technical Specification) given as Annexure - | & Il, duly filled up and signed and
stamped.

xii) Tender fee as mentioned in NIT in the format specified in Clause 6.2 of GIT.
xiii) Copy of PAN Card
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B)

10.2

10.3

10.4

10.5
11.
111

11.2

11.3
12.

12.1

12.2

12.3

12.4

xiv) Price Schedule(s) as per Section Xl filled up with all the details including Make, Model, etc. of the goods
offered with prices blank (without indicating any prices).

Financial Bid:
The information given at clause no. 10.1 A) ii) & viii) above should be reproduced with the prices indicated.

N.B.
1. All pages of the Tender should be page numbered and indexed.

2. Itis the responsibility of tenderer to go through the TE document to ensure furnishing all required
documents in addition to above, if any.

The tender should be signed in long hand, dated, duly stamped and witnessed at all places provided therein.
Also all pages, drawings, corrections/alterations should be initialled/stamped.

A tender, which does not fulfil any of the above requirements and/or gives evasive information/reply against
any such requirement, shall be liable to be ignored and rejected.

Tender sent by fax/telex/cable/electronically shall be ignored.
Tender currencies
The tenderer supplying indigenous goods or already imported goods shall quote only in Indian Rupees.

For imported goods if supplied directly from abroad, prices shall be quoted in any freely convertible
currencies say US Dollar, Euro, GBP or Yen. As regards price(s) for allied services, if any required with the
goods, the same shall be quoted in Indian Rupees only if such services are to be performed /undertaken in
India. Commission for Indian Agent, if any and if payable shall be indicated in the space provided for in the
price schedule and will be payable in Indian Rupees only. Such conversion of currencies will be done based
on rate of exchange declared by the RBI as on the date of ‘Financial Bid’ opening as already incorporated
against clause 31 here after.

Tenders, where prices are quoted in any other way shall be treated as non-responsive and rejected.
Tender Prices

The Tenderer shall indicate on the Price Schedule provided under Section Xl all the specified components of
prices shown therein including the unit prices and total tender prices of the goods and services proposes to
supply against the requirement. All the columns shown in the price schedule should be filled up as required.
If any column does not apply to a tenderer, same should be clarified as “NA” by the tenderer.

The price of the schedule complete in all respect will be evaluated and the L1 party will be identified
schedule wise.

The quoted prices for goods offered from within India and that for goods offered from abroad are to be
indicated separately in the applicable Price Schedules attached under Section XI.

While filling up the columns of the Price Schedule, the following aspects should be noted for compliance:

12.4.1 For domestic goods or goods of foreign origin located within India, the prices in the corresponding price

schedule shall be entered separately in the following manner:
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12.4.2

12.5

12.6

12.7

12.8

13.

13.1

a) The price of the goods, quoted ex-factory/ ex-showroom/ ex-warehouse/ off-the-shelf, as applicable,
including all taxes and duties like sales tax, CST VAT, Custom Duty, Excise Duty etc. already paid or
payable on the components and raw material used in the manufacture or assembly of the goods quoted
ex-factory etc. or on the previously imported goods of foreign origin quoted ex-showroom etc;

b) Any sales or other taxes and any duties including excise duty, which will be payable on the goods in India
if the contract is awarded;

¢) Charges towards Packing & Forwarding, Inland Transportation Loading/Unloading and other local costs
incidental to delivery of the goods to their final destination as specified in the List of Requirements and
Price Schedule would be borne by supplier;

d) The price of Incidental Services, as mentioned in List of Requirements and Price Schedule;

e) The prices of Turnkey (if any), as mentioned in List of Requirements, Technical Specification and Price
Schedule; and

f) The price of AMC, as mentioned in List of Requirements, Technical Specification and Price Schedule.

For goods offered from abroad, the prices in the corresponding price schedule shall be entered separately in
the following manner:

a) The price of goods quoted DAP at Consignee site basis, as indicated in the List of Requirements
and Price Schedule;

b) The price of goods quoted should be on DAP at Consignee site basis, in India as indicated in the
List of Requirements, Price Schedule and Consignee List;

c) The prices of Turnkey ( if any), as mentioned in List of Requirements, Technical Specification
and Price Schedule; and

d) The price for AMC, as mentioned in List of Requirements, Technical Specification and Price
Schedule

For transportation of imported goods offered from abroad, relevant instructions as incorporated under GCC
Clause 10 shall be followed.

For insurance of goods to be supplied, relevant instructions as provided under GCC Clause 11 shall be
followed.

Unless otherwise specifically indicated in the SCC, the terms FOB & DAP for imported goods offered from
abroad, shall be governed by the rules & regulations prescribed in the current edition of INCOTERMS,
published by the International Chamber of Commerce, Paris.

The need for indication of all such price components by the tenderers, as required in this clause (viz., GIT
clause 12) is for the purpose of comparison of the tenders by the purchaser and will no way restrict the
purchaser’s right to award the contract on the selected tenderer on any of the terms offered.

Indian Agent

If a foreign tenderer has engaged an agent in India in connection with its tender, the foreign tenderer, in
addition to indicating Indian agent's commission, if any, in a manner described under GIT sub clause 11.2
above, shall also furnish the following information:

a) The complete name and address of the Indian Agent and its permanent income tax account number
as allotted by the Indian Income Tax authority.

b) The details of the services to be rendered by the agent for the subject requirement.
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14.

14.1

15.

151

16.

16.1

16.2

17.

17.1

17.2

c) Details of Service outlets in India, nearest to the consignee(s), to render services during Warranty
and AMC period.

Firm Price

Unless otherwise specified in the SIT, prices quoted by the tenderer shall remain firm and fixed during the
currency of the contract and not subject to variation on any account.

Alternative Tenders
Alternative Tenders are not permitted.
Documents Establishing Tenderers Eligibility and Qualifications

Pursuant to GIT clause 10, the tenderer shall furnish, as part of its tender, relevant details and documents
establishing its eligibility to quote and its qualifications to perform the contract if its tender is accepted.

The documentary evidence needed to establish the tenderer's qualifications shall fulfil the following
requirements:

a) In case the tenderer offers to supply goods, which are manufactured by some other firm, the tenderer
has been duly authorised by the goods manufacturer to quote for and supply the goods to the purchaser.
The tenderer shall submit the manufacturer’s authorization letter to this effect as per the standard form
provided under Section XIV in this document.

b) The tenderer has the required financial, technical and production capability necessary to perform the
contract and, further, it meets the qualification criteria incorporated in the Section IX in these documents.

¢) In case, the tenderer is not doing business in India, it is duly represented by an agent stationed in India
fully equipped and able to carry out the required contractual functions and duties of the supplier including
after sale service, maintenance & repair etc. of the goods in question, stocking of spare parts and fast
moving components and other obligations, if any, specified in the conditions of contract and/or technical
specifications.

d) In case the tenderer is an Indian agent/authorized representative quoting on behalf of a foreign
manufacturer for the restricted item, the Indian agent/authorized representative is already enlisted
under the Compulsory Enlistment Scheme of Ministry of Finance, Govt. of India, operated through
Directorate General of Supplies & Disposals (DGS&D), New Delhi.

Documents establishing good’s Conformity to Tender Enquiry document.

The tendered shall provide in its tender the required as well as the relevant documents like technical data,
literature, drawings etc. to establish that the goods and services offered in the tender fully conform to the
goods and services specified by the purchaser in the TE documents. For this purpose the tendered shall also
provide a clause-by-clause commentary on the technical specifications and other technical details
incorporated by the purchaser in the TE Document to establish technical responsiveness of the
goods and services offered in its tender.

In case there is any variation and/or deviation between the goods & services prescribed by the purchaser
and that offered by the tenderer, the tenderer shall list out the same in a chart form without ambiguity and
provide the same along with its tender.
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17.3

18.

18.1

18.2

18.3

18.4

18.5

18.6

18.7

19.

191

If a tenderer furnishes wrong and/or misguiding data, statement(s) etc. about technical acceptability of the
goods and services offered by it, its tender will be liable to be ignored and rejected in addition to other
remedies available to the purchaser in this regard.

Earnest Money Deposit (EMD)

Pursuant to GIT clauses 7.1 and 10.1 the tenderer shall furnish along with its tender, earnest money for
amount as shown in the NIT). The earnest money is required to protect the purchaser against the risk of the
tenderer’s unwarranted conduct as amplified under sub-clause 18.7 below. The tenderers who are currently
registered and, also, will continue to remain registered during the tender validity period with National Small
Industries Corporation (NSIC), New Delhi for the specific goods as per tender enquiry specification are
exempted from payment of Bid security (EMD) and other benefits as applicable, but authenticated copy of
the valid NSIC certificate for tendered item(s) should be submitted along with Technical bid of the Tender to
qualify for such exemptions and other benefits... The EMD should be furnished in the name of “HLL Biotech
Limited, payable at Chennai”.

The earnest money shall be denominated in Indian Rupees or equivalent currencies as per GIT clause 11.2.
The earnest money shall be furnished in one of the following forms:

Account Payee Demand Draft or Bank Guarantee

The demand draft shall be drawn on any Scheduled Commercial Bank in India, in favour of “HLL Biotech
Limited” payable at Chennai. If the EMD is in the form of bank guarantee, the same is to be provided from
any scheduled commercial bank in India or in the case of foreign tenderer, the same should be routed
through any scheduled commercial bank as per the format specified under Section XIlI of this tender.

The earnest money shall be valid for a period of forty-five (45) days beyond the validity period of the tender.
As validity period of Tender as per Clause 19 of GIT is 120 days, the EMD shall be valid for 165 days from
Techno-Commercial Bid opening date.

Unsuccessful tenderers’ earnest money will be returned to them without any interest, after expiry of the
tender validity period, but not later than thirty days after conclusion of the resultant contract. Successful
tenderer’s earnest money will be returned without any interest, after receipt of performance security from that
tenderer.

Earnest Money is required to protect the purchaser against the risk of the Tenderer’'s conduct, which would
warrant the forfeiture of the EMD. Earnest money of a tenderer will be forfeited, if the tenderer withdraws or
amends its tender or impairs or derogates from the tender in any respect within the period of validity of its
tender or if it comes to notice that the information/documents furnished in its tender is incorrect, false,
misleading or forged without prejudice to other rights of the purchaser. The successful tenderer’s earnest
money will be forfeited without prejudice to other rights of Purchaser if it fails to furnish the required
performance security within the specified period.

In the case of Bank Guarantee furnished from banks outside India (i.e. foreign Banks), it should be
authenticated and countersigned by any nationalised bank or scheduled bank, but not cooperative banks in
India by way of back-to-back counter guarantee.

Tender Validity
If not mentioned otherwise in the SIT, the tenders shall remain valid for acceptance for a period of 120 days

(One hundred and twenty days) from the date of tender opening prescribed in the TE document. Any
tender valid for a shorter period shall be treated as unresponsive and rejected.
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19.2

19.3

20.

20.1

20.2

20.3

20.4

20.5

In exceptional cases, the tenderers may be requested by the purchaser to extend the validity of their tenders
up to a specified period. Such request(s) and responses thereto shall be conveyed by surface mail or by fax/
telex/cable followed by surface mail. The tenderers, who agree to extend the tender validity, are to extend
the same without any change or modification of their original tender and they are also to extend the validity
period of the EMD accordingly. A tenderer, however, may not agree to extend its tender validity without
forfeiting its EMD.

In case the day up to which the tenders are to remain valid falls on/ subsequently declared a holiday or
closed day for the purchaser, the tender validity shall automatically be extended up to the next working day.

Signing and Sealing of Tender
The tenderers shall submit their tenders as per the instructions contained in GIT Clause 10

The tender shall either be typed or written in indelible ink and the same shall be signed by the tenderer or by
a person(s) who has been duly authorized to bind the tenderer to the contract. The letter of authorization
shall be by a written power of attorney, which shall also be furnished along with the tender.

The tender shall be duly signed at the appropriate places as indicated in the TE document and all other
pages of the tender including printed literature, if any shall be initialled by the same person(s) signing the
tender. The tender shall not contain any erasure or overwriting, except as necessary to correct any error
made by the tenderer and, if there is any such correction; the same shall be initialled by the person(s)
signing the tender.

The tenderer should seal the tender and write the address of the purchaser and the tender reference number
on the envelope. The sentence “NOT TO BE OPENED before (The tenderer is to put the date & time of
tender opening)” are to be written on these envelopes. The inner envelopes are then to be put in a bigger
outer envelope, which will also be duly sealed, marked etc. as above. If the outer envelope is not sealed and
marked properly as above, the purchaser will not assume any responsibility for its misplacement, premature
opening, late opening etc.

The document seeks quotation following Two Tender System, in two parts. First part will be known as
‘Techno-Commercial Bid’, and the second part ‘Einancial Bid’ as specified in clause 10 of GIT. Tenderer
shall seal ‘Techno-Commercial Bid’ and ‘Financial Bid’ separately and covers will be suitably super scribed.
Both these sealed covers shall be put in a bigger cover and sealed and procedure prescribed in Paras 20.1
to 20.4 followed.

D. SUBMISSION OF TENDERS

21.

Submission of Tenders

Unless otherwise specified, the tenders are to be submitted to The Chief Executive Officer, HLL Biotech Limited,
Integrated Vaccine Complex,SF 192-195, Tirumani Village Chengalpattu -600 301

211

21.2

22.

The tenderers must ensure that they submit their tenders not later than the closing time and date specified
for submission of tenders. It is the responsibility of the tenderer to ensure that their Tenders whether sent by
post or by courier or by person, reaches the address mentioned in GIT 21.1 by the specified clearing date
and time.

In the event the specified date for submission of tender falls on / is subsequently declared a holiday or closed
day for the purchaser, the tenders will be received up to the appointed time on the next working day.
Late Tender
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22.1

23.

23.1

23.2

A tender, which is received after the specified date and time for receipt of tenders will be treated as “late”
tender and will be ignored and not considered.

Alteration and Withdrawal of Tender

The tenderer, after submitting its tender, is permitted to alter / modify its tender so long as such alterations /
modifications are received duly signed, sealed and marked like the original tender, within the deadline for
submission of tenders. Alterations / modifications to tenders received after the prescribed deadline will not be
considered.

No tender should be withdrawn after the deadline for submission of tender and before expiry of the tender
validity period. If a tenderer withdraws the tender during this period, it will result in forfeiture of the earnest
money furnished by the tenderer in its tender.

E. TENDER OPENING

24.

24.1

24.2

24.3

Opening of Tenders

The purchaser will open the tenders at the specified date and time and at the specified place as indicated in
the NIT. In case the specified date of tender opening falls on / is subsequently declared a holiday or closed
day for the purchaser, the tenders will be opened at the appointed time and place on the next working day.

Authorized representatives of the tenderers, who have submitted tenders on time, may attend the tender
opening, provided they bring with them letters of authority from the corresponding tenderers.

The tender opening official(s) will prepare a list of the representatives attending the tender opening. The list
will contain the representatives’ names & signatures and corresponding tenderers’ names and addresses.

Two - Tender system as mentioned in para 20.5 above will be as follows. The Techno-Commercial Bids are
to be opened in the first instance, at the prescribed time and date as indicated in NIT. These Tenders shall
be scrutinized and evaluated by the competent committee/ authority with reference to parameters prescribed
in the TE document. During the Techno-Commercial Bid opening, the tender opening official(s) will read the
salient features of the tenders like brief description of the goods offered, delivery period, Earnest Money
Deposit and any other special features of the tenders, as deemed fit by the tender opening official(s).
Thereafter, in the second stage, the Financial Bid of only the Technically qualified offers (as decided in the
first stage) shall be opened for further scrutiny and evaluation on a date notified after the evaluation of the
Techno-Commercial Bid. The prices, special discount if any of the goods offered etc., as deemed fit by
tender opening official(s) will be read out.

F. SCRUTINY AND EVALUATION OF TENDERS

25.

25.1

26.

Basic Principle

Tenders will be evaluated on the basis of the terms & conditions already incorporated in the TE document,
based on which tenders have been received and the terms, conditions etc. mentioned by the tenderers in
their tenders. No new condition will be brought in while scrutinizing and evaluating the tenders.

Preliminary Scrutiny of Tenders
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26.1

26.2

26.3

26.4

26.5

27.

27.1

The Purchaser will examine the Tenders to determine whether they are complete, whether any
computational errors have been made, whether required sureties have been furnished, whether the
documents have been properly signed stamped and whether the Tenders are generally in order.

Prior to the detailed evaluation of Financial Bid, pursuant to GIT Clause 33, the Purchaser will determine the
substantial responsiveness of each Tender to the TE Document. For purposes of these clauses, a
substantially responsive Tender is one, which conforms to all the terms and conditions of the TE Document
without material deviations. Deviations from, or objections or reservations to critical provisions such as those
concerning Performance Security (GCC Clause 5), Warranty (GCC Clause 15), EMD (GIT Clause 18),
Taxes & Duties (GCC Clause 20), Force Majeure (GCC Clause 26) and Applicable law (GCC Clause 31) will
be deemed to be a material deviation. The Purchaser’s determination of a Tender’s responsiveness is to be
based on the contents of the tender itself without recourse to extrinsic evidence.

If a Tender is not substantially responsive (Non-Responsive), it will be rejected by the Purchaser and cannot
subsequently be made responsive by the Tenderer by correction of the nonconformity.

The tenders will be scrutinized to determine whether they are complete and meet the essential and important
requirements, conditions etc. as prescribed in the TE document. The tenders, which do not meet the basic
requirements, are liable to be treated as non — responsive and will be summarily ignored. A non-responsive
tender is one which deviates technically or commercially from any specific provision in the tender enquiry.

The following are some of the important aspects, for which a tender shall be declared non — responsive and
will be summarily ignored:

® Tender form as per Section X (signed and stamped) not enclosed

(ii) Tender is unsigned.

(i)  Tender validity is shorter than the required period.

(iv)  Required EMD (Amount, validity etc.) / exemption documents have not been provided.

(v) Tenderer has quoted for goods manufactured by other manufacturer(s) without the required
Manufacturer’s Authorisation Form as per Section XIV.

(vi)  Tenderer has not agreed to give the required performance security.

(vii)  Goods offered are not meeting the tender enquiry specification.

(viii) Tenderer has not agreed to other essential condition(s) specially incorporated in the tender enquiry
like terms of payment, liquidated damages clause, warranty clause, dispute resolution mechanism
applicable law.

(ix)  Poor/ unsatisfactory past performance.

x) Tenderers who stand deregistered/banned/blacklisted by any Govt. Authorities.

(xi)  Tenderer is not eligible as per GIT Clauses 4.1 & 16.1.

(xii)  Tenderer has not quoted for the entire quantity as specified in the List of Requirements in the quoted
schedule.

(xiii) The signed Integrity Pact not enclosed by the Tenderer.

(xiv) IRS and URS / Datasheet given in Annexure-l, & Il / Annexures, not duly filled, signed and stamped.

Minor Infirmity /Irregularity/Non-Conformity

If during the preliminary examination, the purchaser find any minor informality and/or irregularity and/or non-
conformity in a tender, the purchaser may waive the same provided it does not constitute any material
deviation and financial impact and, also, does not prejudice or affect the ranking order of the tenderers.
Wherever necessary, the purchaser will convey its observation on such ‘minor’ issues to the tenderer, asking
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28.

28.1

28.2

28.3

28.4

29.

20.1

30.

30.1

31.

311

32.

32.1

33.

the tenderer to respond by a specified date. If the tenderer does not reply by the specified date or gives
evasive reply without clarifying the point at issue in clear terms, that tender will be liable to be ignored.

Discrepancies in Prices

If, in the price structure quoted by a tenderer, there is discrepancy between the unit price and the total price
(which is obtained by multiplying the unit price by the quantity), the unit price shall prevail and the total price
corrected accordingly, unless the purchaser feels that the tenderer has made a mistake in placing the
decimal point in the unit price, in which case the total price as quoted shall prevail over the unit price and the
unit price corrected accordingly.

If there is an error in a total price, which has been worked out through addition and/or subtraction of
subtotals, the subtotals shall prevail and the total shall be corrected accordingly; and

If there is a discrepancy between the amount expressed in words and figures, the amount in words shall
prevail, subject to sub clause 28.1 and 28.2 above.

If, as per the judgement of the purchaser, there is any such arithmetical discrepancy in a tender, the same
will be suitably conveyed to the tenderer by registered / speed post. If the tenderer does not agree to the
observation of the purchaser, the tender is liable to be ignored.

Discrepancy between original and copies of Tender

In case, any discrepancy is observed between the text etc. of the original copy and that in the other copies of
the same tender set, the text etc. of the original copy shall prevail. Here also, the purchaser will convey its
observation suitably to the tenderer by register / speed post and, if the tenderer does not accept the
purchaser’s observation, that tender will be liable to be ignored.

Qualification Criteria

Tenders of the tenderers, who do not meet the required Qualification Criteria prescribed in Section 1X, will be
treated as non - responsive and will not be considered further.

Conversion of tender currencies to Indian Rupees

In case the TE document permits the tenderers to quote their prices in different currencies, all such quoted
prices of the responsive tenderers will be converted to a single currency viz., Indian Rupees for the purpose
of equitable comparison and evaluation, as per the exchange rates established by the Reserve Bank of India
for similar transactions, as on the date of ‘Financial Bid’ opening.

Schedule/ Package -wise Evaluation

In case the List of Requirements contains more than one schedule/ Package, the responsive tenders will be
evaluated and compared separately for each schedule/package. The tender for a schedule/ package will not
be considered if the complete requirements prescribed in that schedule/ package are not included in the
tender. However, as already mentioned in GIT sub clause 12.2, the tenderers have the option to quote for
any one or more schedules/ package.

Comparison of Tenders
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33.1

34.

34.1

34.2

34.3

35.

35.1

35.2

36.

36.1

36.2

Unless mentioned otherwise in Section — Il — Special Instructions to Tenderers and Section — VI — List of
Requirements, the comparison of the responsive tenders shall be carried out on Delivery Duty Paid (DDP)
consignee site basis. The quoted turnkey (if any) prices and AMC prices will also be added for
comparison/ranking purpose for evaluation.

Additional Factors and Parameters for Evaluation and Ranking of Responsive Tenders
Deleted

The purchaser’s evaluation of tender will also take into account the additional factors, if any, incorporated in
SIT in the manner and to the extent indicated therein.

The Purchaser reserves the right to give the price preference to small-scale sectors etc. and purchase
preference to central public sector undertakings as per the instruction in vogue while evaluating, comparing
and ranking the responsive tenders.

Tenderer’s capability to perform the contract

The purchaser, through the above process of tender scrutiny and tender evaluation will determine to its
satisfaction whether the tenderer, whose tender has been determined as the lowest evaluated responsive
tender is eligible, qualified and capable in all respects to perform the contract satisfactorily. If, there is more
than one schedule/ package in the List of Requirements, then, such determination will be made separately
for each schedule/ package.

The above-mentioned determinations will, interalia, take into account the tenderer’s financial, technical and
production capabilities for satisfying all the requirements of the purchaser as incorporated in the TE
document. Such determination will be based upon scrutiny and examination of all relevant data and details
submitted by the tenderer in its tender as well as such other allied information as deemed appropriate by the
purchaser.

Contacting the Purchaser

From the time of submission of tender to the time of awarding the contract, if a tenderer needs to contact the
purchaser for any reason relating to this tender enquiry and / or its tender, it should do so only in writing.

In case a tenderer attempts to influence the purchaser in the purchaser’s decision on scrutiny, comparison &
evaluation of tenders and awarding the contract, the tender of the tenderer shall be liable for rejection in
addition to appropriate administrative actions being taken against that tenderer, as deemed fit by the
purchaser.

G. AWARD OF CONTRACT

37.

37.1

38.

Purchaser’s Right to accept any tender and to reject any or all tenders

The purchaser reserves the right to accept in part or in full any tender or reject any or more tender(s) without
assigning any reason or to cancel the tendering process and reject all tenders at any time prior to award of
contract, without incurring any liability, whatsoever to the affected tenderer or tenderers.

Award Criteria
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38.1 Subject to GIT clause 37 above, the contract will be awarded to the lowest evaluated responsive tenderer
decided by the purchaser in terms of GIT Clause 35.
39. Variation of Quantities at the Time of Award/ Currency of Contract
39.1 At the time of awarding the contract, the purchaser reserves the right to increase or decrease by up to fifty

39.2

40.

40.1

40.2

41.

41.1

41.2

41.3

42.

42.1

43.

43.1

(50) per cent, the quantity of goods and services mentioned in the schedule (s) in the “List of Requirements”
(rounded off to next whole number) without any change in the unit price and other terms & conditions quoted
by the tenderer.

If the quantity has not been increased at the time of the awarding the contract, the purchaser reserves the
right to increase by up to fifty (50) per cent, the quantity of goods and services mentioned in the contract
(rounded off to next whole number) without any change in the unit price and other terms & conditions
mentioned in the contract, during the currency of the contract after one year from the Date of Notification of
Award.

Notification of Award

Before expiry of the tender validity period, the purchaser will notify the successful tenderer(s) in writing, by
registered / speed post/ courier or by fax/telex/cable (to be confirmed by registered / speed post/courier) that
its tender for goods & services, which have been selected by the purchaser, has been accepted, also briefly
indicating therein the essential details like description, specification and quantity of the goods & services and
corresponding prices accepted. The successful tenderer must furnish to the purchaser the required
performance security within thirty days from the date of dispatch of this notification, failing which the EMD wiill
forfeited and the award will be cancelled. Relevant details about the performance security have been
provided under GCC Clause 5 under Section IV.

The Notification of Award shall constitute the conclusion of the Contract.
Issue of Contract

Promptly after notification of award, the Purchaser/Consignee will mail the contract form (as per Section XVI)
duly completed and signed, in duplicate, to the successful tenderer by registered / speed post/courier.

Within twenty one days from the date of the contract, the successful tenderer shall return the original copy of
the contract, duly signed and dated, to the Purchaser by registered / speed post/courier.

The Purchaser- reserves the right to issue the Notification of Award consignee wise.

Non-receipt of Performance Security and Contract by the Purchaser/Consignee

Failure of the successful tenderer in providing performance security and / or returning contract copy duly
signed in terms of GIT clauses 40 and 41 above shall make the tenderer liable for forfeiture of its EMD and,
also, for further actions by the Purchaser/Consignee against it as per the clause 24 of GCC — Termination of
default.

Return of EM D

The earnest money of the successful tenderer and the unsuccessful tenderers will be returned to them
without any interest, whatsoever, in terms of GIT Clause 18.7
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44. Publication of Tender Result

44,1  The name and address of the successful tenderer(s) receiving the contract(s) will be mentioned in the notice
board/bulletin/web site of the purchaser.

45, Corrupt or Fraudulent Practices

45.1 It is required by all concerned namely the Consignee/Tenderers/Suppliers etc to observe the highest
standard of ethics during the procurement and execution of such contracts. In pursuance of this policy, the

Purchaser: -

(a) defines, for the purposes of this provision, the terms set forth below
as follows:

(i) “corrupt practice” means the offering, giving, receiving or soliciting of anything of value to influence
the action of a public official in the procurement process or in contract execution; and

(i) “fraudulent practice” means a misrepresentation of facts in order to influence a procurement
process or the execution of a contract to the detriment of the Purchaser, and includes collusive
practice among Tenderers (prior to or after Tender submission) designed to establish Tender
prices at artificial non-competitive levels and to deprive the Purchaser of the benefits of free and
open competition;

(b) will reject a proposal for award if it determines that the Tenderer recommended for award has engaged
in corrupt or fraudulent practices in competing for the contract in question;

(c) will declare a firm ineligible, either indefinitely or for a stated period of time, to be awarded a contract by
the purchaser if it at any time determines that the firm has engaged in corrupt or fraudulent practices in
competing for, or in executing the contract.

46. Integrity Pact (IP)

The Integrity Pact (IP) will be one of the conditions in this tender enquiry. It will be considered to be a
material deviation resulting into ignoring and rejecting the tender if the tenderers do not agree to accept it.
The detailed terms of the IP are given below:

The Public Authority commits that:
- No official will demand or accept any illicit gratification to give any of the parties an advantage at any
stage of the project.

- All necessary and appropriate technical, legal and administrative information related to the contract will
be made public

- None of the officials will make available confidential information to a  bidder/contractor to give unfair
advantage in the contract

- Declaration by all concerned officials any conflict of interest and disclosure of own and family assets
- Officials will report to appropriate government authority about any breach/attempt to breach a

commitment.
The Bidder commits that:

- they will not offer any illicit gratification to obtain unfair advantage
- they will not collude with other parties to impair transparency and fairness
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- they will not accept any advantage in exchange for unprofessional behaviour
- will disclose all payments made to agents and intermediaries
- it will demonstrate existence of organization-wide code of conduct forbidding unethical practices

Penalties:

For failure to implement IP, officials will be subject to penal action and bidders will face cancellation of
contract, forfeiture of bond, liquidated damages and blacklisting. Action will not require criminal conviction
but be based on “no-contest” after the evidence is made available or there can be no material doubts.
Disputes in IP implementation would be resolved by arbitration detailed in IP.

Integrity Pact has to be signed and submitted by the Tenderer along with the filled up Tenders,
failing which the Tender is liable to be rejected. Integrity Pact is enclosed in Section-XXI

47. Paying Authority:

47.1  The payment for the supplies of stores / goods / equipments which including agency commission, turnkey (if
any), installation and commissioning and any other payment mentioned in the tender enquiry will be made by
“HLL Biotech Limited”.
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SECTION - llI

SPECIAL INSTRUCTIONS TO TENDERERS (SIT)

Sl. No. GIT Clause No. Topic SIT Provision
A 1to6 Preamble No Change
B 7t09 TE documents No Change
C 10to 20 Preparation of Tenders No Change
D 21to 23 Submission of Tenders No Change
E 24 Tender Opening No Change
F 250 33, 35,36 Scrutiny and Evaluation of Tenders No Change
G 37 to 47 Award of Contract No Change

In case of any conflict between the provision in the GIT and that in the SIT, the provision contained in the SIT shall

prevail.

MSE units who are registered and also will continue to remain registered during the tender validity period with
NSIC are exempted from payment of Bid security (EMD) and other benefits as applicable, but authenticated copy
of the valid NSIC certificate for tendered item(s) should be submitted along with Techno-Commercial Bid of the

Tender to qualify for such exemptions and other benefits.
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SECTION — IV
GENERAL CONDITIONS OF CONTRACT (GCC)
TABLE OF CLAUSES
S| No. Topic
1 Application
2 Use of contract documents and information
3 Patent Rights
4 Country of Origin
5 Performance Security
6 Technical Specifications and Standards
7 Packing and Marking
8 Inspection, Testing and Quality Control
9 Terms of Delivery
10 Transportation of Goods
11 Insurance
12 Spare parts
13 Incidental services
14 Distribution of Dispatch Documents for Clearance/Receipt of Goods
15 Warranty
16 Assignment
17 Sub Contracts
18 Modification of contract
19 Prices
20 Taxes and Duties
21 Terms and mode of Payment
22 Delay in the supplier’'s performance
23 Liquidated Damages
24 Termination for default
25 Termination for insolvency
26 Force Majeure
27 Termination for convenience
28 Governing language
29 Notices
30 Resolution of disputes
31 Applicable Law
32 General/Miscellaneous Clauses
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SECTION - IV

1.

11

2.1

2.2

2.3

3.1

4.1

4.2

4.3

51

GENERAL CONDITIONS OF CONTRACT (GCC)
Application

The General Conditions of Contract incorporated in this section shall be applicable for this purchase to the
extent the same are not superseded by the Special Conditions of Contract prescribed under Section V, List of
requirements under Section VI and Technical Specification under Section VIl of this document.

Use of contract documents and information

The supplier shall not, without the purchaser’s prior written consent, disclose the contract or any provision
thereof including any specification, drawing, sample or any information furnished by or on behalf of the
purchaser in connection therewith, to any person other than the person(s) employed by the supplier in the
performance of the contract emanating from this TE document. Further, any such disclosure to any such
employed person shall be made in confidence and only so far as necessary for the purposes of such
performance for this contract.

Further, the supplier shall not, without the purchaser’s prior written consent, make use of any document or
information mentioned in GCC sub-clause 2.1 above except for the sole purpose of performing this contract.

Except the contract issued to the supplier, each and every other document mentioned in GCC sub-clause 2.1
above shall remain the property of the purchaser and, if advised by the purchaser, all copies of all such
documents shall be returned to the purchaser on completion of the supplier’s performance and obligations
under this contract.

Patent Rights

The supplier shall, at all times, indemnify and keep indemnified the purchaser, free of cost, against all claims
which may arise in respect of goods & services to be provided by the supplier under the contract for
infringement of any intellectual property rights or any other right protected by patent, registration of designs or
trademarks. In the event of any such claim in respect of alleged breach of patent, registered designs,
trademarks etc. being made against the purchaser, the purchaser shall notify the supplier of the same and
the supplier shall, at his own expenses take care of the same for settlement without any liability to the
purchaser.

Country of Origin
All goods and services to be supplied and provided for the contract shall have the origin in India or in the
countries with which the Government of India has trade relations.

The word “origin” incorporated in this clause means the place from where the goods are mined, cultivated,
grown, manufactured, produced or processed or from where the services are arranged.

The country of origin may be specified in the Price Schedule

Performance Security

Within ten (10) days from date of the issue of notification of award by the Purchaser/Consignee, the
supplier, shall furnish performance security to the Purchaser/Consignee for an amount equal to five percent
(5%) of the total value of the contract, valid up to sixty (60) days after the date of completion of all contractual
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5.2

5.3

5.4

5.5

5.6

6.1

7.1

7.2

obligations by the supplier, including the warranty obligations, initially valid for a period of minimum 18
months from the date of Notification of Award

The Performance security shall be denominated in Indian Rupees or in the currency of the contract as
detailed below:

a) It shall be in the form of Bank Guarantee issued by a Scheduled Commercial bank in India or in the case
of a foreign tenderer, the same shall be routed through a Nationalised Indian Bank, in the prescribed form
as provided in section XV of this document in favour of the Purchaser. The validity of the Fixed Deposit
receipt or Bank Guarantee will be for a period up to sixty (60) days beyond Warranty Period.

In the event of any failure /default of the supplier with or without any quantifiable loss to the government
including furnishing of Bank Guarantee for AMC Security as per Proforma in Section XV, the amount of the
performance security is liable to be forfeited.

In the event of any amendment issued to the contract, the supplier shall, within twenty-one (21) days of issue
of the amendment, furnish the corresponding amendment to the Performance Security (as necessary),
rendering the same valid in all respects in terms of the contract, as amended.

The supplier shall enter into AMC as per the ‘Contract Form — B’ in Section XVI with the
Consignee/Purchaser, 3 (three) months prior to the completion of Warranty Period. The AMC will commence
from the date of expiry of the Warranty Period.

Subject to GCC sub — clause 5.3 above, the Purchaser/Consignee will release the Performance Security
without any interest to the supplier on completion of the supplier’s all contractual obligations including the
warranty obligations & after receipt of Consignee wise (in the case of more than one consignee) bank
guarantee for AMC Security in favour of the consignee as per the format in Section XV.

Technical Specifications and Standards

The Goods & Services to be provided by the supplier under this contract shall conform to the technical
specifications and quality control parameters mentioned in ‘Technical Specification’; ‘Quality Control
Requirements’ under Sections VII and Section VIII of this document and URS enclosed as annexure to this
document.

Packing and Marking

The packing for the goods to be provided by the supplier should be strong and durable enough to withstand,
without limitation, the entire journey during transit including transhipment (if any), rough handling, open
storage etc. without any damage, deterioration etc. As and if necessary, the size, weights and volumes of the
packing cases shall also take into consideration, the remoteness of the final destination of the goods and
availability or otherwise of transport and handling facilities at all points during transit up to final destination as
per the contract.

The quality of packing, the manner of marking within & outside the packages and provision of accompanying
documentation shall strictly comply with the requirements as provided in Technical Specifications and Quality
Control Requirements under Sections VII and VIII and in SCC under Section V. In case the packing
requirements are amended due to issue of any amendment to the contract, the same shall also be taken care
of by the supplier accordingly.
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7.3

8.

8.1

8.2

8.3

8.4

8.5

8.6

Packing instructions:

Unless otherwise mentioned in the Technical Specification and Quality Control Requirements under Sections
VII and Section VIII and in SCC under Section V, the supplier shall make separate packages for each
consignee (in case there is more than one consignee mentioned in the contract) and mark each package on
three sides with the following with indelible paint of proper quality:

a. contract number and date

b. brief description of goods including quantity
c. packing list reference number

d. country of origin of goods

e. consignee’s name and full address and

f. supplier's name and address

Inspection, Testing and Quality Control

The purchaser and/or its nominated representative(s) will, without any extra cost to the purchaser, inspect
and/or test (FAT) the ordered goods and the related services to confirm their conformity to the contract
specifications and other quality control details incorporated in the contract. The purchaser shall inform the
supplier in advance, in writing, the purchaser’'s programme for such inspection (FAT) and, also the identity of
the officials to be deputed for this purpose. The cost towards the transportation, boarding & lodging will be
borne by the purchaser and/or its nominated representative(s).

The Technical Specification and Quality Control Requirements incorporated in the contract / URS shall
specify what inspections and tests are to be carried out and, also, where and how they are to be conducted.
If such inspections and tests are conducted in the premises of the supplier or its subcontractor(s), all
reasonable facilities and assistance, including access to relevant drawings, design details and production
data, shall be furnished by the supplier to the purchaser’s inspector at no charge to the purchaser.

If during such inspections (FAT) and tests the contracted goods fail to conform to the required specifications
and standards, the purchaser’s inspector may reject them and the supplier shall either replace the rejected
goods or make all alterations necessary to meet the specifications and standards, as required, free of cost to
the purchaser and resubmit the same for conducting the inspections and tests again.

In case the contract stipulates pre-despatch inspection of the ordered goods at supplier’s premises, the
supplier shall put up the goods for such inspection to the purchaser’s inspector well ahead of the contractual
delivery period, so that the purchaser’s inspector is able to complete the inspection within the contractual
delivery period.

If the supplier tenders the goods to the purchaser’s inspector for inspection at the last moment without
providing reasonable time to the inspector for completing the inspection within the contractual delivery period,
the inspector may carry out the inspection and complete the formality beyond the contractual delivery period
at the risk and expense of the supplier. The fact that the goods have been inspected after the contractual
delivery period will not have the effect of keeping the contract alive and this will be without any prejudice to
the legal rights and remedies available to the purchaser under the terms & conditions of the contract.

The purchaser’s/consignee’s contractual right to inspect, test and, if necessary, reject the goods after the
goods’ arrival at the final destination shall have no bearing of the fact that the goods have previously been
inspected and cleared by purchaser’s inspector during pre-despatch inspection mentioned above.
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8.7

8.8

9.1

10.

10.1

10.2

11.

12.

12.1

Goods accepted by the purchaser/consignee and/or its inspector at initial inspection and in final inspection in
terms of the contract shall in no way dilute purchaser’s/consignee’s right to reject the same later, if found
deficient in terms of the warranty clause of the contract, as incorporated under GCC Clause 15.

If stipulated by the Purchaser, the Principal/ Foreign or Domestic suppliers shall also have the equipment
inspected by recognised/ reputed agency like SGS, Lloyd or equivalent (acceptable to the purchaser) prior to
despatch at the supplier’s cost and furnish necessary certificate from the said agency in support of their
claim.

Terms of Delivery

Goods shall be delivered by the supplier in accordance with the terms of delivery specified in the Schedule
of Fiscal Aspects.

Transportation of Goods
Instructions for transportation of imported goods offered from abroad:

The supplier shall not make part-shipments and/or transhipment without the express/prior written consent of
the purchaser. The supplier is required under the contract to deliver the goods under DAP at consignee site
basis.

Transportation of domestic goods including goods already imported by the supplier to be done by the supplier
himself and the goods to be delivered at the site of the consignee at his own cost.

Insurance:

Unless otherwise instructed in the SCC, the supplier shall make arrangements for insuring the goods against
loss or damage incidental to manufacture or acquisition, transportation, storage and delivery.

The supplier shall be responsible till the entire stores contracted for arrival in good condition at destination.
The transit risk in this respect shall be covered by the Supplier by getting the stores duly insured. The
insurance cover shall be obtained by the Supplier and should be valid till 3 months after the receipt of goods
by the consignee.

If the equipment is not commissioned and handed over to the consignee within 3 months, the insurance will be
extended by the supplier at their own cost till the successful installation, testing, commissioning and handing
over of the goods to the consignee. In case the delay in the installation and commissioning is due to handing
over of the site to the supplier by the consignee, such extensions of the insurance will still be done by the
supplier, but the insurance extension charges at actuals will be reimbursed.

Spare parts

If specified in the List of Requirements and in the resultant contract, the supplier shall supply/provide any or
all of the following materials, information etc. pertaining to spare parts manufactured and/or supplied by the
supplier:

a) The spare parts as selected by the Purchaser/Consignee to be purchased from the supplier, subject to the
condition that such purchase of the spare parts shall not relieve the supplier of any contractual obligation
including warranty obligations; and

b) In case the production of the spare parts is discontinued:
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i.  Sufficient advance notice to the Purchaser/Consignee before such discontinuation to provide
adequate time to the purchaser to purchase the required spare parts etc., and

ii. Immediately following such discontinuation, providing the Purchaser/Consignee, free of cost,
the designs, drawings, layouts and specifications of the spare parts, as and if requested by
the Purchaser/Consignee.

12.2 Supplier shall carry sufficient inventories to assure ex-stock supply of consumable spares for the goods so
that the same are supplied to the Purchaser/Consignee promptly on receipt of order from the
Purchaser/Consignee.

13. Incidental services

131 Subject to the stipulation, if any, in the SCC (Section — V), List of Requirements (Section — VI) and the
Technical Specification (Section — VII), the supplier shall be required to perform the following services.

i. Installation & commissioning, Supervision and Demonstration of the goods
ii.  Providing required jigs and tools for assembly, minor civil works required for the Completion of
the installation.

iii.  Training of Consignee for operating and maintaining the goods
iv.  Supplying required number of operation & maintenance manual for the goods

14. Distribution of Dispatch Documents for Clearance/Receipt of Goods

The supplier shall send all the relevant despatch documents well in time to the Purchaser / Consignee to
enable the Purchaser/Consignee clear or receive (as the case may be) the goods in terms of the contract.
Unless otherwise specified in the SCC, the usual documents involved and the drill to be followed in general for
this purpose are as follows.

A) For Domestic Goods, including goods already imported by the supplier under its own arrangement
Within 24 hours of despatch, the supplier shall notify the purchaser, consignee, and others concerned if

mentioned in the contract, the complete details of despatch and also supply the following documents to them
by registered post / speed post (or as instructed in the contract):

0] Four copies of supplier’s invoice showing contract number, goods description, quantity, unit price and
total amount;

(i) Two copies of packing list identifying contents of each package;

(iii) Inspection certificate issued by the nominated Inspection agency, if any.

(iv) Certificate of origin;

(v) Manufacturers/Supplier's warranty certificate & In-house inspection certificate.

B) For goods imported from abroad

Within 24 hours of despatch, the supplier shall notify the purchaser, consignee, and others concerned if
mentioned in the contract, the complete details of despatch and also supply the following documents to them
by registered post / speed post (or as instructed in the contract).

0] Four copies of supplier’s invoice showing contract number, goods description, quantity, unit price and
total amount;
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(i) Original and four copies of the negotiable clean, on-board Bill of Lading/Airway bill, marked freight
pre-paid and four copies of non-negotiable Bill of Lading/Airway bill;
(iii) Four Copies of packing list identifying contents of each package;
(iv) Manufacturer’s/Supplier’s warranty certificate

15.

151

15.2

15.3

154

155

15.6

(v) Certificate of origin

(vi) Port of Loading;

(vii) Port of Discharge and
(viii) Expected date of arrival.

Warranty

The supplier warrants comprehensively that the goods supplied under the contract is new, unused and
incorporate all recent improvements in design and materials unless prescribed otherwise by the purchaser in
the contract. The supplier further warrants that the goods supplied under the contract shall have no defect
arising from design, materials (except when the design adopted and / or the material used are as per the
Purchaser’s/Consignee’s specifications) or workmanship or from any act or omission of the supplier, that may
develop under normal use of the supplied goods under the conditions prevailing in India.

This warranty shall remain valid for 1 (one) year after the goods or any portion thereof as the case may be,
have been delivered to the final destination and installed and commissioned at the final destination and
accepted by the Purchaser/Consignee in terms of the contract, unless specified otherwise in the SCC.

a. No conditional warranty will be acceptable.

b. Warranty as well as AMC will be inclusive of all accessories and Turnkey (if any) work and it will also
cover all wearable & non wearable components.

c. Replacement and repair will be under taken for the defective goods.

d. Proper marking has to be made for all spares for identification like printing of installation and repair
dates.

In case of any claim arising out of this warranty, the Purchaser/Consignee shall promptly notify the same in
writing to the supplier. The period of the warranty will be as per G.C.C clause number 15.2 above irrespective
of any other period mentioned elsewhere in the bidding documents.

Upon receipt of such notice, the supplier shall, within 24 hours on a 24(hrs) X 7 (days) X 365 (days) basis
respond to take action and initiate to repair or replace the defective goods or parts thereof, free of cost, at the
ultimate destination within 48 hours. The supplier shall take over the replaced parts/goods after providing
their replacements and no claim, whatsoever shall lie on the purchaser for such replaced parts/goods
thereafter. The penalty clause for non-rectification will be applicable as per tender conditions.

In the event of any rectification of a defect or replacement of any defective goods during the warranty period,
the warranty for the rectified/replaced goods shall be extended to a further initial warranty period from the
date such rectified / replaced goods starts functioning to the satisfaction of the purchaser.

If the supplier, having been notified, fails to respond to take action to repair or replace the defect(s) within 24
hours on a 24(hrs) X 7 (days) X 365 (days) basis, the purchaser may proceed to take such remedial action(s)
as deemed fit by the purchaser, at the risk and expense of the supplier and without prejudice to other
contractual rights and remedies, which the purchaser may have against the supplier.
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15.7 During Warranty period, the supplier is required to visit consignee’s site at least once in 3 months
commencing from the date of the installation for preventive maintenance of the goods.

15.8 The Purchaser/Consignee reserve the rights to enter into AMC with the Supplier for the period as mentioned
in Section VII, Technical Specifications after the completion of warranty period.

15.9 The supplier along with its Indian Agent and the Service Provider shall ensure continued supply of the spare
parts for the machines and equipment’s supplied by them to the purchaser for 10 years from the date of
installation and handing over.

15.10 The Supplier along with its Indian Agent and the Service Provider shall always accord most favoured
purchaser status vis-a-vis its other /Purchasers of its equipment’'s/machines/goods etc. and shall always give
the most competitive price for its machines/equipment’s supplied to the Purchaser/Consignee.

16. Assignment

16.1 The Supplier shall not assign, either in whole or in part, its contractual duties, responsibilities and obligations
to perform the contract, except with the Purchaser’s prior written permission.

17. Sub Contracts

17.1 The Supplier shall notify the Purchaser in writing of all sub contracts awarded under the contract if not
already specified in its tender. Such notification, in its original tender or later, shall not relieve the Supplier
from any of its liability or obligation under the terms and conditions of the contract.

17.2 Sub contract shall be only for bought out items and sub-assembilies.

17.3 Sub contracts shall also comply with the provisions of GCC Clause 4 (“Country of Origin”).

18. Modification of contract

18.1 If necessary, the purchaser may, by a written order given to the supplier at any time during the currency of
the contract, amend the contract by making alterations and modifications within the general scope of contract
in any one or more of the following:

a) Specifications, drawings, designs etc. where goods to be supplied under the contract are to be
specially manufactured for the purchaser,

b) Mode of packing,

¢) Incidental services to be provided by the supplier

d) Mode of despatch,

e) Place of delivery, and

f) Any other area(s) of the contract, as felt necessary by the purchaser depending on the merits of the
case.

18.2 In the event of any such modification/alteration causing increase or decrease in the cost of goods and

services to be supplied and provided, or in the time required by the supplier to perform any obligation under
the contract, an equitable adjustment shall be made in the contract price and/or contract delivery schedule,
as the case may be, and the contract amended accordingly. If the supplier doesn't agree to the adjustment
made by the Purchaser/Consignee, the supplier shall convey its views to the Purchaser/Consignee within

Doc. No. NPI-120310-EQP-S1-22 39/108



Client ! ' TENDER DOCUMENT FOR
ient : .
, ’-' SUPPLY, INSTALLATION, COMMISSIONING & nne Dharmaplan

VALIDATION OF LAB EQUIPMENT (PHASE-IV) AT HBL,
CHENGALPATTU

Project No  : 120310 DOCUMENT NO : NPI-120310-EQP-S1-22 Date 25112016

Revision :00

19.

19.1

20.

20.1

20.2

20.3

20.4

20.5

21.

21.1

twenty-one days from the date of the supplier's receipt of the Purchaser's/Consignee’s amendment /
modification of the contract.

Prices

Prices to be charged by the supplier for supply of goods and provision of services in terms of the contract
shall not vary from the corresponding prices quoted by the supplier in its tender.

Taxes and Duties

Supplier shall be entirely responsible for all taxes, duties, fees, levies etc. incurred until delivery of the
contracted goods to the purchaser.

Further instruction, if any, shall be as provided in the SCC.
No exemption certificate will be provided by the consignees for customs duty, central Excise duty etc.
HBL will issue a ‘C’ form for interstate sale.
The entry tax, if applicable, the exemption certificate will be issued.
Terms and Mode of Payment

Payment Terms
Payment shall be made subject to recoveries, if any, by way of liquidated damages or any other charges as
per terms & conditions of contract in the following manner.

A) Payment for Domestic Goods Or Foreign Origin Located Within India.

Payment shall be made in Indian Rupees as specified in the contract in the following manner:

a) Advance

An advance of 10% of the contract value shall be released against Bank guarantee equivalent to 110% of the
advance amount and submission of 5 % of the contract value as Security Deposit/ Performance Security in
the form of Bank Guarantee from any scheduled commercial bank. The advance bank guarantee shall be valid
for a period upto the completion of the contract.

b) On delivery at site:
70 % of the contract price shall be paid on receipt of goods in good condition and upon the
submission of the following documents:

(i) Four copies of supplier’s invoice showing contract number, goods description, quantity, unit price and
total amount;

(i) Consignee Receipt Certificate as per Section XVII in original issued by the authorized representative
of the consignee;

(iii) Two copies of packing list identifying contents of each package;
(iv) Dispatch Clearance from Purchaser or authorized agent
(v) Inspection certificate issued by the nominated Inspection agency, if any.
(vi) Certificate of Country of origin.
c) On Installation Operational Qualification (I0Q) & submission of 10Q report approved by purchaser:
10% of the Contract Value
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d) On validation and Final Acceptance Certificate approved by Purchaser:

Balance 10% payment would be made against ‘Final Acceptance Certificate’ as per the proforma
mentioned in Section XVIII of this tender document to be issued by the consignee/ purchaser subject to
recoveries, if any, either on account of non-rectification of defects/deficiencies not attended by the
Supplier or otherwise.

B) Payment for Imported Goods:

100% of the Payment shall be made in the currency through irrevocable, non-transferable Letter of
Credit (LC) opened in favour of the supplier in a bank in his country as specified in the contract in the
following manner:

a) Advance

10% of the net DAP price after submission of Bank guarantee equivalent to 110% of the advance amount in
the same currency along with submission of Security Deposit / Performance security equal to 5% of the
contract value in the form of a bank guarantee from or in the case of a foreign tenderer, the same shall be
endorsed by a Nationalized Indian Bank. The advance bank guarantee shall be valid for a period upto the
completion of the contract.
b) On Receipt of Goods at site:
70% of the net DAP price (DAP price less Indian Agency commission) of the goods delivered shall be paid
and upon submission of documents specified hereunder:

0] Four copies of supplier’s invoice showing contract number, goods description, quantity, unit price
and total amount;

(i) Original and four copies of the negotiable clean, on-board Bill of Lading/ Airway bill , marked freight
pre-paid and four copies of non-negotiable Bill of Lading/Airway bill;

(i)  Four Copies of packing list identifying contents of each package;

(iv)  Documents also to be submitted for payment of LC confirming that dispatch documents has already
been sent to all concerned as per the contract within 24 hours;

(v) Manufacturer’s/Supplier's warranty certificate;

(vi)  Manufacturer’s own factory inspection report and

(vii)  Certificate of origin by the chamber of commerce of the concerned country;

(viii)  Goods receipt certificate by the ultimate consignee on receipt of goods at this site/warehouse as
per section XVII of this tender document.

c) On Installation Operational Qualification (I10Q) & submission of I0Q report approved by purchaser
10% of the net DAP price

d) Onvalidation and Final Acceptance Certificate approved by Purchaser:
Balance 10 % of the net DAP price payment would be made against ‘Final Acceptance Certificate’ as
per the proforma mentioned in Section XVIII of this tender document to be issued by the consignee/
purchaser subject to recoveries, if any, either on account of non-rectification of defects/deficiencies not
attended by the Supplier or otherwise.

e) Payment of incidental services (including installation & commissioning, supervision,
demonstration and training) will be paid in Indian Rupees to the Manufacturer's Authorized Indian
representative or to the principal in their currency.
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C)

D)

21.2

21.3

21.4

215

f) Payment of customs clearance and handling charges, loading/ unloading, inland transportation,
incidental costs till consignee site will be paid in Indian Rupees to the Manufacturer’'s Authorized Indian
representative or to the principal in their currency on intimation to the purchaser with Bill of Entry and
supporting documents. However Customs duty will be paid in Indian Rupees to the customs department
directly by HBL on intimation by the vendor’s Customs Clearing Agent with demand notice / Assessment
order from Customs.

g) Payment of Indian Agency Commission:

Indian Agency commission will be paid to the manufacturer’s agent in Indian rupees indicated in the relevant
Price Schedule (as per prevailing rate of exchange ruling on the date of Contract) and shall not be subject to
further escalation / exchange variation. 100% Payment shall be paid in Indian Rupees to the Indian Agent after
100 % payment to the foreign principal.
h) Payment for services:
In case of separate service order issued to the vendor, the payment terms shall be as below:

a) 50% of service order value against installation

b) 30% of service order value against commissioning

c) Balance 20% of service order value against Final Acceptance Certificate by Purchaser

Payment of Turnkey (if any) (For Supply, Installation, Commissioning and Validation of Lab equipment
(Phase-1V):

Turnkey (if any) payment will be made to the manufacturer’s agent in Indian rupees indicated in the relevant
Price Schedule.

Payment of Turnkey (if any) shall be made in the following stages:

d) 50% against installation
e) 30% against commissioning
f) Balance 20% against Final Acceptance Certificate by Purchaser.

Payment for AMC Charges:

The Consignee/Client will enter into AMC with the supplier at the rates as stipulated in the contract, three
months prior to completion of warranty period. The payment of AMC will be made on half yearly basis after
satisfactory completion of said period, duly certified by the consignee.

However entering into an agreement on AMC Service with the Supplier on completion of warranty period is the
sole discretion of the Purchaser.

The supplier shall not claim any interest on payments under the contract.

Where there is a statutory requirement for tax deduction at source, such deduction towards income tax and
other tax as applicable will be made from the bills payable to the Supplier at rates as notified from time to time.

Irrevocable & non — transferable LC shall be opened by the Purchaser. However, if the supplier requests
specifically to open confirmed LC, the extra charges would be borne by the supplier. If LC is required to be
extended and/or amended for reasons not attributable to the purchaser/consignee, the charges thereof shall
be borne by the supplier.

The payment shall be made in the currency / currencies authorised in the contract.
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21.7

21.8

22.
22.1

22.2

22.3

22.4

The supplier shall send its claim for payment in writing, when contractually due, along with relevant documents
etc., duly signed with date, to the purchaser.

While claiming payment, the supplier has also to certify in the bill that the payment being claimed is strictly in
terms of the contract and all the obligations on the part of the supplier for claiming that payment has been
fulfilled as required under the contract.

In case where the supplier is not in a position to submit its bill for the balance payment for want of receipted
copies of Inspection Note from the consignee and the consignee has not complained about the non-receipt,
shortage, or defects in the supplies made, balance amount will be paid by the paying authority without
consignee’s receipt certificate after three months from the date of the preceding part payment for the goods in
guestion, subject to the following conditions:

(a) The supplier will make good any defect or deficiency that the consignee (s) may report within six months
from the date of despatch of goods.

(b) Delay in supplies, if any, has been regularized.

(c) The contract price where it is subject to variation has been finalized.

(d) The supplier furnishes the following undertakings:

“IIWe, certify that I/We have not received back the Inspection Note duly receipted by the
consignee or any communication from the purchaser or the consignee about non-receipt, shortage or defects
in the goods supplied. I/We agree to make good any defect or deficiency that the consignee may
report within three months from the date of receipt of this balance payment.

Delay in the supplier’s performance

The supplier shall deliver of the goods and perform the services under the contract within the time schedule
specified by the Purchaser/Consignee in the List of Requirements and as incorporated in the contract.

Subject to the provision under GCC clause 26, any unexcused delay by the supplier in maintaining its
contractual obligations towards delivery of goods and performance of services shall render the supplier liable
to any or all of the following sanctions:

(i) Imposition of liquidated damages,
(i) Forfeiture of its performance security and
(iii) Termination of the contract for default.

If at any time during the currency of the contract, the supplier encounters conditions hindering timely delivery
of the goods and performance of services, the supplier shall promptly inform the Purchaser/Consignee in
writing about the same and its likely duration and make a request to the Purchaser/Consignee for extension of
the delivery schedule accordingly. On receiving the supplier's communication, the Purchaser/Consignee shall
examine the situation as soon as possible and, at its discretion, may agree to extend the delivery schedule,
with or without liquidated damages for completion of supplier's contractual obligations by issuing an
amendment to the contract.

When the period of delivery is extended due to unexcused delay by the supplier, the amendment letter
extending the delivery period shall, interalia contain the following conditions:

a. The Purchaser/Consignee shall recover from the supplier, under the provisions of the clause 23 of
the General Conditions of Contract, liquidated damages on the goods and services, which the
Supplier has failed to deliver within the delivery period stipulated in the contract.

b. That no increase in price on account of any ground, whatsoever, including any stipulation in the
contract for increase in price on any other ground and, also including statutory increase in or fresh
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22.5

23.
23.1

24,
24.1

24.2

24.3

25.

251

26.

imposition of customs duty, excise duty, sales tax/ VAT, Service Tax and Works Contract Tax or
on account of any other tax or duty which may be levied in respect of the goods and services
specified in the contract, which takes place after the date of delivery stipulated in the contract shall
be admissible on such of the said goods and services as are delivered and performed after the
date of the delivery stipulated in the contract.

c. But nevertheless, the Purchaser/Consignee shall be entitled to the benefit of any decrease in price
on account of reduction in or remission of customs duty, excise duty, sales tax/ VAT, Service Tax
and Works Contract Tax or any other duty or tax or levy or on account of any other grounds, which
takes place after the expiry of the date of delivery stipulated in the contract.

The supplier shall not dispatch the goods after expiry of the delivery period. The supplier is required to apply to
the Purchaser/Consignee for extension of delivery period and obtain the same before despatch. In case the
supplier dispatches the goods without obtaining an extension, it would be doing so at its own risk and no claim
for payment for such supply and / or any other expense related to such supply shall lie against the purchaser.

Liquidated damages

Subject to GCC clause 26, if the supplier fails to deliver any or all of the goods or fails to perform the services
within the time frame(s) incorporated in the contract, the Purchaser/Consignee shall, without prejudice to
other rights and remedies available to the Purchaser/Consignee under the contract, deduct from the contract
price, as liquidated damages, a sum equivalent to 0.5% (Zero point Five percent) per week of delay or part
thereof on delayed supply of goods and/or services until actual delivery or performance subject to a
maximum of 5% (Five percent) of the contract value. Once the maximum is reached Purchaser/Consignee
may consider termination of the contract as per GCC 24.

During the above-mentioned delayed period of supply and / or performance, the conditions incorporated under
GCC sub-clause 22.4 above shall also apply.

Termination for default

The Purchaser/Consignee , without prejudice to any other contractual rights and remedies available to it (the
Purchaser/Consignee ), may, by written notice of default sent to the supplier, terminate the contract in whole
or in part, if the supplier fails to deliver any or all of the goods or fails to perform any other contractual
obligation(s) within the time period specified in the contract, or within any extension thereof granted by the
Purchaser/Consignee pursuant to GCC sub-clauses 22.3 and 22.4.

In the event of the Purchaser/Consignee terminates the contract in whole or in part, pursuant to GCC sub-
clause 24.1 above, the Purchaser/Consignee may procure goods and/or services similar to those cancelled,
with such terms and conditions and in such manner as it deems fit and the supplier shall be liable to the
Purchaser/Consignee for the extra expenditure, if any, incurred by the Purchaser/Consignee for arranging
such procurement.

Unless otherwise instructed by the Purchaser/Consignee, the supplier shall continue to perform the contract to
the extent not terminated.

Termination for insolvency

If the supplier becomes bankrupt or otherwise insolvent, the purchaser reserves the right to terminate the
contract at any time, by serving written notice to the supplier without any compensation, whatsoever, to the
supplier, subject to further condition that such termination will not prejudice or affect the rights and remedies
which have accrued and / or will accrue thereafter to the Purchaser/Consignee.

Force Majeure
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27.

27.1

27.2

28.

28.1

29.

Notwithstanding the provisions contained in GCC clauses 22, 23 and 24, the supplier shall not be liable for
imposition of any such sanction so long the delay and/or failure of the supplier in fulfilling its obligations under
the contract is the result of an event of Force Majeure.

For purposes of this clause, Force Majeure means an event beyond the control of the supplier and not
involving the supplier’s fault or negligence and which is not foreseeable and not brought about at the instance
of , the party claiming to be affected by such event and which has caused the non — performance or delay in
performance. Such events may include, but are not restricted to, acts of the Purchaser/Consignee either in its
sovereign or contractual capacity, wars or revolutions, hostility, acts of public enemy, civil commaotion,
sabotage, fires, floods, explosions, epidemics, quarantine restrictions, strikes excluding by its employees ,
lockouts excluding by its management, and freight embargoes.

If a Force Majeure situation arises, the supplier shall promptly notify the Purchaser/Consignee in writing of
such conditions and the cause thereof within twenty one days of occurrence of such event. Unless otherwise
directed by the Purchaser/Consignee in writing, the supplier shall continue to perform its obligations under the
contract as far as reasonably practical, and shall seek all reasonable alternative means for performance not
prevented by the Force Majeure event.

If the performance in whole or in part or any obligation under this contract is prevented or delayed by any
reason of Force Majeure for a period exceeding sixty days, either party may at its option terminate the contract
without any financial repercussion on either side.

In case due to a Force Majeure event the Purchaser/Consignee is unable to fulfil its contractual commitment
and responsibility, the Purchaser/Consignee will notify the supplier accordingly and subsequent actions taken
on similar lines described in above sub-paragraphs.

Termination for convenience

The Purchaser/Consignee reserves the right to terminate the contract, in whole or in part for its
(Purchaser’'s/Consignee’s) convenience, by serving written notice on the supplier at any time during the
currency of the contract. The notice shall specify that the termination is for the convenience of the
Purchaser/Consignee. The notice shall also indicate interalia, the extent to which the supplier's performance
under the contract is terminated, and the date with effect from which such termination will become effective.

The goods and services that are complete and ready in terms of the contract for delivery and performance
within thirty days after the supplier's receipt of the notice of termination shall be accepted by the
Purchaser/Consignee following the contract terms, conditions and prices. For the remaining goods and
services, the Purchaser/Consignee may decide:

a) To get any portion of the balance completed and delivered at the contract terms, conditions and
prices; and / or

b) To cancel the remaining portion of the goods and services and compensate the supplier by paying an
agreed amount for the cost incurred by the supplier towards the remaining portion of the goods and
services.

Governing language

The contract shall be written in English language following the provision as contained in GIT clause 3. All
correspondence and other documents pertaining to the contract, which the parties exchange, shall also be
written accordingly in that language.

Notices

Doc. No. NPI-120310-EQP-S1-22 45/108



Client ! ' TENDER DOCUMENT FOR
ient : .
, i‘ SUPPLY, INSTALLATION, COMMISSIONING & nne Dha[‘maplan

VALIDATION OF LAB EQUIPMENT (PHASE-IV) AT HBL,

CHENGALPATTU
. i . Revision :00

Project No :120310 DOCUMENT NO : NPI-120310-EQP-S1-22 Date - 95.11.2016

29.1 Naotice, if any, relating to the contract given by one party to the other, shall be sent in writing or by cable or
telex or facsimile and confirmed in writing. The procedure will also provide the sender of the naotice, the proof
of receipt of the notice by the receiver. The addresses of the parties for exchanging such notices will be the
addresses as incorporated in the contract.

29.2 The effective date of a notice shall be either the date when delivered to the recipient or the effective date
specifically mentioned in the notice, whichever is later.

30. Resolution of disputes

30.1 If any dispute, difference, question or disagreement arises between the parties hereto or their respective

representatives at any time in connection with construction, meaning, operation, effect, interpretation or out of
the contract or breach thereof, the parties shall seek to resolve such a dispute or difference by mutual
consultation within a period of 30 days from the date on which the party raising the dispute, first communicated
the same in writing to the other party. The existing directions, classifications, measurements, drawings and
certificates of the Employer shall be final and binding upon the contractor during the progress of the works and
shall not be set aside on account of non-observance of any formality, any omission, delay or error in proceeding
in or about the same or on any other ground or for any reason.

30.2 In case the dispute is not settled by mutual consultation, then either party may refer the same to Arbitration by

an Arbitral Tribunal consisting of three arbitrators. Each party shall appoint an arbitrator and the arbitrators so
appointed shall appoint a third arbitrator who will act as presiding arbitrator.

30.3 The reference to arbitrator shall specify the matters which are in question, dispute or difference and only such

30.4

30.5

31.

311

31.2

32.

32.1

32.2

dispute or differences of which the demand has been made be referred to arbitration. Notwithstanding the
reference to arbitration, the contractor shall continue to duly perform his obligations under the contract.

The Award of the Arbitral Tribunal shall be final, conclusive and binding on the parties. The Arbitration shall be
conducted in accordance with the provisions of Arbitration and Conciliation Act, 1996. The venue of the
arbitration shall be at Chennai. The fees of the arbitrators shall be borne by the parties nominating them and
the fee of the Presiding Arbitrator, costs and other expenses incidental to the arbitration proceedings shall be
borne equally by the parties.

Venue of Arbitration: The venue of arbitration shall be the place from where the contract has been issued.

Applicable Law

The contract shall be governed by and interpreted in accordance with the laws of India for the time being in
force.

Jurisdiction

The courts at Chennai, Tamil Nadu shall have exclusive jurisdiction for all disputes and difference arising out
of this contract.

General/ Miscellaneous Clauses
Nothing contained in this Contract shall be constructed as establishing or creating between the parties, i.e. the

Supplier/its Indian Agent/Service Provider on the one side and the Purchaser on the other side, a relationship
of master and servant or principal and agent.

Any failure on the part of any Party to exercise right or power under this Contract shall not operate as waiver
thereof.
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32.3 The Supplier shall notify the Purchaser/Consignee /the Government of India of any material change would
impact on performance of its obligations under this Contract.

32.4 Each member/constituent of the Supplier/its Indian Agent/Service Provider shall be jointly and severally
liable to and responsible for all obligations towards the Purchaser/Consignee/Government for performance of
contract/services including that of its Associates/Sub Contractors under the Contract.

325 Indemnities

32.5.1 The Supplier/its Indian Agent/Service Provider shall at all times, indemnify and keep indemnified the
Purchaser/Government of India against all claims, damages, cost and expenses arising from the
incorporation in or use of work of any such articles, processes or supplies made under this agreement.
Supplier shall at all times indemnify the purchaser against all claims which may be made for any
infringement of any Intellectual Property Rights (IPR) while providing its services under contract for
AMC or the Contract. However the liability of the Suppliers/its Indian Agents/Service Providers rose on
the above circumstances is limited to the overall contract value.

32.5.2 The Supplier/its Agent/Service Provider shall, at all times, indemnify and keep indemnified the
Purchaser/Consignee/Government of India against any claims in respect of any damages or
compensation payable in consequences of any accident or injury sustained or suffered by its
employees or agents or by any other third party resulting from or by any action, omission or operation
conducted by or on behalf of the supplier/its associate/affiliate etc.

32.6  All claims regarding indemnity shall survive the termination or expiry of the contract.
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SECTION -V

SPECIAL CONDITIONS OF CONTRACT (SCC)

The Special Conditions of Contract (SCC) will apply for this purchase. The corresponding clauses of General
Conditions of Contract (GCC) relating to the SCC stipulations have also been incorporated below.

These Special Conditions will modify/substitute/supplement the corresponding (GCC) clauses.

Whenever there is any conflict between the provision in the GCC and that in the SCC, the provision contained in
the SCC shall prevail.

1.

GENERAL

These special conditions shall be read in conjunction with the General Conditions of contract, Job
Specifications, Drawings and other documents forming part of this contract wherever the context so requires.

Notwithstanding the sub-division of the documents into these sections and volume every part of each shall
be deemed to be supplementary to and complementary of every other part and shall be read with and into
the context in so far as it may be practicable to do so.

The several documents forming the contract are to be taken as mutually explanatory of one another. In case
of discrepancy the following order of precedence shall be observed:

The works described in latest approved documents like drawings, design qualification and notes thereon.
- The items in the schedule of quantities.
- Particular specifications (given in Tender documents)
- Special conditions of contract.
- General conditions of contract.
- Special Instructions to tenderers
- General Instructions to tenderers

The intending supplier shall be deemed to have visited the site and familiarized himself thoroughly with the
site conditions before submitting the tender or before signing the contract. Non-familiarity with the site
conditions will not be considered a reason either for extra claims or for not carrying out the work in strict
conformity with the drawings and specifications.

The prices quoted should include supply, installation, testing & commissioning at site & should include all
applicable taxes & duties.

COMPLETION TIME & LIQUIDATED DAMAGES

Over all completion time shall be as mentioned in the Schedule of Fiscal Aspect. The Liquidated Damages
(LD) shall be levied at the rate of 0.5% per week maximum being 5% of Total Contract Value, if the work
is delayed beyond the stipulated completion time.

FAILURE TO ARRANGE COMMITTED MANPOWER /MACHINERY

The Supplier shall submit manpower and machinery / equipment proposed to be deployed to carry out the
work within the stipulated time. Such committed manpower/machinery shall be considered as minimum
requirement and failure to maintain the same at site shall be treated as deemed unfit. In such cases, the
purchaser reserves the right to terminate the contract as per GCC clause 24.
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ACCESS TO SITE

All necessary access to working area will have to be made and maintained by the Supplier. Such temporary
constructions shall have to be removed after completion of the work or if so advised by Purchaser at any
point of time at no extra cost.

PROPERTY RIGHTS

All materials / goods / items at site whether free issue or otherwise, other than the Supplier's construction
machinery, will be property of Purchaser, which shall not be removed from site of work and shall be open to
inspection by Purchaser. The Supplier shall be responsible for any theft, loss and damage to such material,
items, goods etc.

LABOUR AT SITE

Purchaser will not allow any temporary or permanent hutments or colonies at the Work Site. The Supplier
will have to make his own arrangement for such labour camp(s) away from site at his own cost.

WATER AND ELECTRICITY FOR CONSTRUCTIONS

The electricity, if available at site will be provided to the Supplier at a single point on a chargeable basis. The
Supplier shall pay the Purchaser at the prices stated. The quantities consumed shall be determined by the
Purchaser, who shall include the amounts due as deductions in Interim and final payment certificates. The
Supplier shall, at his risk and cost, provide any apparatus necessary for such determination and for his use
of these services. The Supplier should make his own arrangements for the providing back up power supply
(like D.G sets of required capacity) during the work.

However, water required for any purpose has to be arranged by Vendor at his own cost.
OTHER CONTRACTS / CONCURRENT WORKS

Purchaser reserves the right to let other Suppliers work in the same area in connection with his work under
similar Agreement. The Supplier shall afford other Supplier s’ reasonable opportunity for the introduction
and storage of their materials and the execution of their work and shall properly connect and co-ordinate his
work with theirs. If any part of Supplier's or sub- Supplier's work depends for proper execution or results
upon the work if any other Supplier or Sub- Supplier, the Supplier shall inspect and promptly report to
Purchaser any defects in such work that render it unsuitable for such proper execution and results. Failure
of the Supplier to so inspect and report shall constitute an acceptance of the other Supplier’s work as fit and
proper for the reception of his work.

During the progress of this contract, other construction works will also be concurrently in operation. The
Supplier shall co-operate with the other Supplier s working at site to the fullest extent and shall allow
reaching other every facility and co-operation for execution of this work, simultaneously and satisfactorily
during the erection of machinery or execution of any other activity. Supplier may have to suspend his work
partially or totally in the interest of the whole project. He may also be required to dismantle or to shift his
construction plant and equipment for erection of machinery and /or any other operation. In such cases, he
shall not be given any compensation on account of reduction or stoppage of labour force or dismantling,
shifting of his construction plant and equipment, etc.

SAFETY PRECAUTIONS AT WORK
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10.

11.

12.

13.

14.

The Supplier shall make all necessary arrangements for safety of personnel working at site and ensure that
all safety precautions in line with established industry practices are taken and Guide Lines issued by
Statutory Authorities are complied with.

PROTECTION AND CLEANING

The Supplier shall protect and preserve the work from all damage or accident providing any temporary roof,
window and door coverings, boxing or other construction as required by the Purchaser. This protection shall
be provided for all property adjacent to the site as well as on the site.

The Supplier shall properly clean the work as it progresses and shall remove all rubbish and debris from the
site from time to time as is necessary and as directed. On completion, the Supplier shall ensure that the
premises and / or site are cleaned, surplus materials debris, sheds etc. removed, areas under floors cleared
of rubbish, gutters and drains cleared, doors and sashes eased, locks and fastenings oiled, keys clearly
labelled and handed over to the In Charge of Works so that the whole is left fit for immediate occupation or
use and to the satisfaction of the Purchaser.

PROTECTION OF WILD LIFE

The Supplier shall ensure the safety of wild life animals in and around the site and ensure that all Statutory
Regulations are complied with. He shall indemnify Purchaser against violation of Wild Life Protection Act or
any such Government Regulations.

VALIDITY OF OFFER/RATES / PRICES
The Offer remains valid for a period of 120 days from the date of opening of tender.

After placement of Order all the rates/prices quoted by Supplier shall remain valid till the Final Acceptance
Certificate / Measurement Certificate is issued by Purchaser.

The unit rates / prices quoted by the Supplier in the offer shall be firm irrespective of variation in any quantity
of individual items and/or in the total contract price.

Prices and unit rates shall be valid even if the contract is split.

Prices and unit rates of any or each item shall be valid irrespective of whether the item to be executed is
located at any height/depth, any floor, inside or outside the building unless otherwise specifically mentioned.

Necessary deductions towards the Employee’s State Insurance as per the Act, will be made in the Supplier's
bills if necessary. The Supplier shall provide the proof of ESI payments and its adherence. The Supplier
should maintain all records of labour payments (including sub Suppliers) and product as and when required
by the Purchaser or ESI Authorities for assessment and recovery. In case any additional amount is
demanded from the Purchaser by the authorities on any account, the Purchaser shall have the right to
recover the same from the Supplier.

CONFIDENTIALITY
The Supplier shall not reveal the scope of supply/rates/quantities/facilities appearing in the order to anybody

without the knowledge of Purchaser. Violation of this Clause will be treated as breach of Contract, in which
case Purchaser will reserve the right to take necessary punitive action against the Supplier.

TESTING OF MATERIAL
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15.

16.

17.

18.

19.

20.

Purchaser reserves the right to ask for any kind of test to be carried out on any construction material /
consumables / finished structures / operation / performance or goods or items / bought outs. The Supplier
shall bear all necessary charges for all such tests. Such tests shall be carried out by a laboratory / person
approved by Purchaser.

ESCALATION

The rates of Supplier shall remain fixed till the completion and NO price variation on account of any increase
in taxes, duties or any other reason, whatsoever, shall be payable. It is clarified that No escalation clause is
applicable for this contract.

SUPPLIER’S INABILITY TO SUPPLY MATERIAL/ PROVIDING THE SERVICE

In case of Supplier fails to supply any item of material / services covered under contract then Purchaser will
be at liberty to procure the same from open market / engaging other parties to perform the required services
at the risk & cost of the Supplier and recover the same from forthcoming running bill or Security
Deposit/Bank Guarantee.

PUNITIVE MEASURES

Purchaser will decide on punitive measures wherever reference to punitive measures or otherwise due to
breach of contract is indicated in the clauses above. Decision of Purchaser in such matters shall be binding
on the Supplier.

AMBIGUITIES IN TERMS & CONDITIONS/ QUANTITIES.

In case of any dispute or ambiguity in the interpretation of any condition contained both in the Agreement
and the Special Conditions of Contract the interpretation of the Special Conditions of Contract shall prevail.

In case of interpretation of any item description in the schedule of quantities and the equivalent
specifications, the item description given in the schedule of quantities shall prevail.

CHANGES IN CONSTITUTION

Before any change is made in the constitution of the firm, the prior approval is to be obtained by the Supplier
in writing of the Accepting Authority. If the Supplier is an individual or a proprietary concern and the
individual or the proprietor dies and if the Supplier is a partnership concern and one of the partners dies,
then the Accepting Authority reserves the right to cancel the contract, if the Accepting Authority is not
satisfied that the legal representatives of the individual firm or the proprietor of the proprietary concern and in
the case of partnership, the surviving partners are capable of carrying out and completing the contract.

UNDER PAYMENT / OVER PAYMENT

The Purchaser reserves the right to carry out past payments, audit and technical examinations of the trial bill
including all supporting vouchers, abstracts, etc., If as a result of such audit and technical examination any
overpayment is discovered, it shall be recovered from any other sum due to the Supplier, which may be
available with the Purchaser or he shall pay the claim on demand.

Any amount due to the Supplier under this Contract for underpayment may be adjusted against any amount
then due or which may at any time thereafter become due before payment is made to the Supplier.
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Vi.

Vil.

viii.

Xi.

Xii.

In case of any conflict between the description of items in schedule of quantities, specifications, drawings
and other tender documents, the decision of the Purchaser, in writing, shall be final binding and conclusive
for the purpose of this contract. The Supplier in any case shall not delay or stop the work for the questions
or disputes being referred to arbitration but shall proceed with work with all diligence until the decision of the
arbitrator and shall abide by arbitrators decision.

. The Supplier shall be responsible, in all respects, for the co-ordination of all the services work including

electrical, piping and modular works or works of other Purchaser appointed agencies. Supplier shall
ensure proper co-ordination for the inter-dependent / related activities between himself, services sub-
Suppliers and other nominated, Specialist Suppliers etc.

. The Supplier shall arrange the water, electricity and scaffoldings required on their own.

iii. The Supplier shall be responsible to work out a co-ordinated work schedule with the HVAC, Civil, Electrical,

Mechanical &Piping and other nominated Suppliers.

. No other claim shall be entertained from the Supplier on the plea that the work has been executed in the

above circumstances or under difficult conditions. It shall be the responsibility of the Supplier to enforce
necessary discipline among his workers and staff to ensure smooth working at the site in a spirit of co-
operation and amity with all other agencies. In case of any dispute, decision of Purchaser or Purchaser
shall be final and binding to the Supplier.

. The Supplier is made explicitly clear that the work is to be carried out in co-ordination with all other

nominated Suppliers/ agencies, which shall be engaged to execute other services of the project. The
Supplier shall submit to the Purchaser’'s approval, immediately the following information in order to
proceed with the work.

Exact Layout and details of the temporary work that the Supplier wants to carry out to fulfil his obligations
under the contract.

A general layout of storage space for material for the execution of work within stipulated time period.
Depending on the exigencies at the site the temporary offices, stores etc. may have to be moved or shifted

and the Supplier shall do so, if so required by the Purchaser / Consultant at no extra cost to the
Purchaser.

. Purchaser shall have full power to get any materials of work to be tested by an independent agency at

Supplier’'s expense in order to prove the soundness and adequacy.

. If any material / equipment are supplied by the Purchaser to the Supplier free of cost, the Supplier shall

receive the same at site, handle with care and store them as directed by the Purchaser. The Supplier
shall be responsible for the safe custody and shall insure all materials against theft and damage by fire.
The Supplier shall maintain records of consumption on daily basis.

The Supplier shall ensure cleanliness and keep the site free from all debris, hazardous material, loose wires,
open fires or any other materials and avoid damage due to accidents, negligence etc. All the above
measures including fencing etc. required to be provided during the time period of the contract, shall be
provided by the Supplier at no expense to the Purchaser. The provision of all these measures does not
absolve the Supplier of his liabilities as per the contract.

It shall be the responsibility of the Supplier to ensure that his workmen do not trespass into areas and
buildings adjacent to the construction site. The Supplier shall enforce proper discipline in this regard by
making proper arrangements.
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xiii. To facilitate satisfactory completion of the work under this contract, and to co-ordinate work with other
agencies working at the site, meetings will be held at the time and venue decided by the Consultant /
Purchaser. During these meetings progress of various works will be reviewed and those matters needing
clarifications / decisions to expedite the work will be taken up.

xiv. During progress of the work, completed portion of the building may be occupied and put to use by the
Purchaser. The Supplier shall however remain fully responsible for the maintenance of all the work till the
entire work covered by the Supplier is satisfactory completed and handed over to the Purchaser.

xv. Safe custody of all materials and products supplied by the Supplier shall be his own responsibility till the final
taking over by the Purchaser. He should therefore employ sufficient staff for watch and ward at his own
expenses.

xvi. It shall be the responsibility of the Supplier to study carefully all the drawings, instructions etc. and point out
discrepancies and obtain clarifications, if any, in writing before taking up the work. He shall also be
responsible to ensure that the work is carried out in accordance with Local Bye-Laws in all respects, and
to ensure that he obtains all prior sanctions from all the Competent Local Authorities before he takes up
the work. If, as a result of his failure to do so, in spite of the works having been carried out as per the
drawings and instruction issued by the Consultant and /or the Purchaser, and/or in the presence of the
representative(s) of the Consultant / Purchaser, the Supplier himself shall be solely responsible and if so
directed, dismantle and reconstruct at his own cost the work/item(s) of work as per such directions. No
claims in this regard will be entertained.

xvii. It shall be the sole responsibility of the Supplier to ensure all safety measures giving proper prior notices etc.
and obtaining prior permission from concerned local authorities as per Bye-Laws or directions issued by
them, all at his own cost. No claim of the Supplier in this regard shall be entertained.

xviii. With the submission of the tender, the Suppliers declares and agrees that all the labour and requisite
materials required for the work are available for completion of the work within the period stipulated for
completion of the work.

xix. Any material / item / fitting / fixtures rejected by the Purchaser / Consultant shall be removed from the site
within 48 hours of issue of instructions to this effect by the Purchaser / consultant. Failing this, the
Purchaser shall have the rights to get these so removed at the Supplier’'s cost and the Supplier shall have
no claim whatever in this regard.

xX. The Supplier is alone responsible, for any discrepancy arising out of the definition / interpretation etc. of any
matter connected with the execution of the work, which has not been got clarified prior to submission of
tenders as required and all consequences arising there from.

xxi. The Supplier shall also include in his quoted rate barricading / fencing of construction activity area. All
materials, fabrication yards, stores, manpower are to be contained within the barricaded area. The
Supplier shall not be allowed to extend his activities beyond this area.

xxii. Electricity, if available at site will be provided to the Supplier at a single point on a chargeable basis. The
Supplier should make his own arrangements for the providing back up power supply (like D.G sets of
required capacity) during the work.

xxiii. Water has to be arranged by the Supplier at his own cost.

xxiv. The Supplier will be provided with open space free of cost for constructing temporary site office near the
construction area.

xxv. It is essential that the works site be kept in an orderly and neat manner at all times. Stacking of materials,
arrangement of fabrication yards, water tank for construction, equipment etc. shall be free from
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obstructions and easy to survey and inspect. The Purchaser should have the right to get such work as is
necessary to ensure proper maintenance of the works site at the Suppliers cost, in case the Supplier fails
to comply with the requirements.

xxvi. The Supplier has to meet all safety requirements as laid down by Purchaser at their own cost.

xxvii. The Supplier shall use only steel scaffolding and not bamboos for any kind of work.

21. TAXES AND DUTIES

Any variation in statutory levies/taxes within the contractual delivery period shall be to HBL's account subject to
production of documentary evidence and Govt. notifications by the Supplier & beyond contractual delivery period,
upward variation shall be to Supplier's account. Unit Prices quoted by the bidder shall be firm and valid,
irrespective of any statutory variations in Taxes/levies.

In case any taxes, duties are not clearly specified in Financial Bid then it will be presumed that no such tax/levy is
applicable or payable. Blank field in Financial Bid shall be treated as ‘Inclusive’ in the quoted price.

A) The total composite price shall comprise of unit price and all other components of price need to be
individually indicated quoted against the goods/material/service, it proposes to provide under the contract in the
following manner:

I.  The Basic unit price (Ex-Factory Price) of the goods/services/materials, Excise Duty, Sales Tax, Freight,
Forwarding, Packing, service tax, insurance and any other levies/charges already paid or payable by the
contractor/supplier shall be quoted separately.

Il. The liability to pay all taxes, levies etc., shall be of contractor and HBL will not entertain any claim

whatsoever in this respect.
B) No concessional form except Sales Tax form ‘C’ for the items as specified in the schedule of works and
meant for use in HBL, shall be provided by HBL. Form ‘C’ shall be provided by HBL only on the specific request
of the contractor.

For the purpose of evaluation of financial Bid, composite price inclusive of all taxes and levies will be
considered.

The unit wise cost/break up is necessary for the purpose of information and verification of composite price
so quoted by the contractor/supplier.

The contractor/supplier shall submit to HBL documents/proof of payment of all taxes/levies along with
exemption certificate if any, to avail applicable benefits by HBL.

22. STATUTORY VARIATIONS:

A. However pursuant to the constitution (forty-sixth amendment) Act, 1982, if any further tax or levy is imposed
by statute, after the last date of receipt of tenders, and the contracts thereupon necessarily and properly pays
such taxes/levies, the contractor shall be reimbursed the amount so paid, provided such payment, if any, is not in
the opinion of the Engineer-in-charge (whose decision shall be final and binding) be attributable to delay in
execution of work within the control of the contractor.

B. In case of statutory variation in regard to taxes/levies, within the stipulated date of completion of individual
agreement, the same shall be paid or recovered as per the actual against documentary proof. However beyond
this period HBL will take advantage of any reduction in taxes/levies but will not pay extra on account of increase
in taxes/levies.

23. ADVANCE BANK GUARANTEE:

When the vendor has supplied the Equipment in complete to the site and fulfilled all his supply obligations as per
the contract and any delay on the part of the purchaser resulting in deferment in the services/Execution of the
contract, then the purchaser may decide on returning the ABG on its expiry.
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SECTION - VI
LIST OF REQUIREMENTS
Schedule Equipment name Capacity Qty. (Nos)
No
| Vortex Mixer 2
Il Table top cooling centrifuge 1.8 ml to 50 ml 1
[ Bag sealing machine 2
v Deep freezer (Ultra low) 250 Lts 11
400 Lts 1
200 Lts 1
\Y Hot air oven 500 Lis 3
Flow rate: 100-3000 13
ml/min.
Flow rate: 1000-10000 5
ml/min.
Flow rate: 0-3 I/min. 10
Vi Peristaltic pump
VIl Air Sampler 11
VIII Apo trinocular stereomicrosc ope 1
IX Chiller water bath 20L 1
X Conductivity meter Should be operated at 800C 7
Xl Cooling centrifuge 6 Its (1.5*4) 1
Xl Cooling batch centrifuge Floor mounted, 6lts, rpm 3
10000 max.
Xl Deep freezer (Low) 250 Its 2
A\ Deep freezer (Low- Horizontal) 460 Its 3
XV Egg Incubator 1000 eggs 1
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Schedule Equipment name Capacity Qty. (Nos)
No
XVI GMP 300 L 8
Refrigerator
XV Gas Chromatograp hy 2
XVIII HPLC system 1
XIX Incubator 200 Lts 3
800-1000 L 6
XX Inspissator 1
Inverted fluorescence microscope 1
Upright Microscope 2
Inverted microscope 4
XXI
XXII LN2 storage container -700C, 180 L, 4
Vertical
XX Magnetic stirrer with hot plate To hold 20L glass bottle 1
capacity
To hold 20 L bottle 4
To hold 5L, 15 L bottle 2
platform 400mm 50 L 11
carboy with RPM 0-1200
XXIV Magnetic Stirrer
XXV Micro Aerophilic condition incubator 2
XXVI PCR 1
XXVII pH & Conductivity meter 5
XXVIII pH meter 8
XXIX Refrigerated Shaker Incubator (vertical) 2Litrs *6 flask 1
XXX Roller culture Apparatus 4
XXXI Shaker Incubator 200Lts 1
XXXl Spectrophotometer UV with CPU 200-1100nm 2
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Schedule Equipment name Capacity Qty. (Nos)
No
XXX Table top centrifuge 1 ml tubes 1
XXXIV Thermohygrometer 28
XXXV Ultra sonication bath 12.2L 1
XXXVI Vacuum Pump 1
XXXVII Potentiometer 1
XXXV Water bath 20t0 100 °C 2
30L 2
2209 2
810g 1
4109 1
2209 1
150Kg 1
15Kg 1
1 g to 600g Readability - 1mg 3
10g to 10Kg (Readability - 1
100mg)
0.1to 1000 g 1
0.1to 40 kg 5
3-20 kg 1
Upto 3 Kg 1
XXXIX Weighing Balance 0.1to 40 kg 1

Part Il: Required Delivery Schedule:
As mentioned in the schedule of Fiscal Aspects

Part Ill: Scope of Incidental Services:
Installation & Commissioning, Supervision, Demonstration, Trial run and Training etc. as specified in
GCC Clause 13

Part IV: Turnkey (if any) as per details in General Technical Specification.

Part V: AMC as per details in Technical Specification.

Part VI: Required Terms of Delivery and Destination.

Doc. No. NPI-120310-EQP-S1-22 57/108




_ 'y ] TENDER DOCUMENT FOR
Client : -] SUPPLY, INSTALLATION, COMMISSIONING & nne pharmaplan@
I 7 VALIDATION OF LAB EQUIPMENT (PHASE-IV) AT HBL,
CHENGALPATTU

Project No ~ : 120310 DOCUMENT NO : NPI-120310-EQP-S1-22 eSO o ol6

a) For Indigenous goods or for imported goods if supplied from India:
At Consignee Site

Insurance shall be borne by the Vendor.

b) For Imported goods directly from abroad:

The foreign tenderers are required to quote their rates on DAP at Consignee site basis giving breakup of
the price as per the Proforma prescribed in the Price Schedule.

The shipping arrangements shall be made in accordance with the instruction of Ministry of Shipping &
Transport, New Delhi, India as detailed in Section XXII.

Insurance shall be borne by the Vendor.

Destination/Consignee details are given in Section XX
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Section — VI

Technical Specifications

Note 1: Tenderer’s attention is drawn to GIT clause 17 and GIT sub-clause 10.1 under heading (c) preparation
of tenders. The tenderer is to provide the required details, information, confirmations, etc. accordingly
failing that it's tender is liable to be ignored.

Note 2: General: Bidders are requested to make sure that they should attach the list of equipments for carrying
out routine and preventive maintenance wherever asked for and should make sure that Electrical
Safety Analyser / Tester for Process equipments to periodically check the electrical safety aspects as
per BIS Safety Standards 1S-13540 which is also equivalent to IEC electrical safety standard IEC-
60601 is a part of the equipments. If the Electrical Safety Analyzer/Tester is not available they should
provide a commitment to get the equipments checked for electrical safety compliance with Electronic
Regional Test Labs / Electronics Test and Development Centres across the country on every
preventive maintenance call.

Note 3: OPTIONAL ITEMS: Bidders are requested to quote for all the available options as asked in the bidding
document with reasonable pricing. However the pricing for optional items will not be considered for
price comparison for ranking purpose. If the firm has not quoted for any optional item (except the items
of turnkey- if any) their offer will be treated as TECHNICALLY RESPONSIVE if otherwise meeting the
specification.

Refer the following Annexures for the details on Datasheets
Annexures: Datasheets of all Schedules

DataSheets DS1 & DS2

Note: Specifications packages in separate folder.

Note:

1. The available clear height inside any of the rooms is 3 m. Vendors to check suitability of installing
their equipment’s in this available area and height and revert back with their views.

If no views are received from any vendors before or during the pre-bid meeting, it is assumed that
the vendor is confident of installing their equipment’s with-in the area and height available. No
further claims shall be entertained.

2. The extent of automation and optional additional features may vary during the pre-bid discussion.

3. The quantity of equipment mentioned in the list may vary during ordering.
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GENERAL TECHNICAL SPECIFICATIONS

GENERAL POINTS:

1.

a)

Warranty:

One year Comprehensive Warranty as per Conditions of Contract of the TE document for complete
equipment and Turnkey (if any) Work from the date of satisfactory installation, commissioning, trial run &
handing over of equipment to CONSIGNEE.

b) 98% up time Warranty of complete equipment with extension of Warranty period by double the downtime
period on 24 (hrs) X 7 (days) X 365 (days) basis.

c) All software updates should be provided free of cost during Warranty period.

2. After Sales Service:

After sales service centre should be available at the city of CONSIGNEE on 24 (hrs) X 7 (days) X 365 (days)

basis. Complaints should be attended properly, maximum within 48 hrs. The service should be provided by

Tenderer/Indian Agent. Undertaking by the Principals that the spares for the equipment shall be available for

at least 10 years from the date of supply. However if the manufacturer/agent does not have the service

centres in India will have to set up the same within 45 days after award of the contract.

3. Training:
On Site training to operators/ Technicians/ staff is to be provided by Principal/ Indian Agents (if they have the
requisite know-how) for operation and maintenance of the equipment to the satisfaction of the consignee.

4. AMC of subject equipment with Turnkey (if any):

a) The cost of AMC which includes calibration of the Equipment along with Calibration Certificate, the
necessary calibration tools, labour charges as per technical/ service /operational manual of the
manufacturer, after satisfactory completion of Warranty period may be quoted for next 2 years on
yearly basis for complete equipment and Turnkey (if any).

b) The cost of AMC may be quoted along with taxes applicable on the date of Tender Opening. The
taxes to be paid extra, to be specifically stated. In the absence of any such stipulation, the price
will be taken inclusive of such taxes and no claim for the same will be entertained later.

c) Cost of AMC will be added for Ranking/Evaluation purpose.

d) The payment for AMCn will be made on Half Yearly basis, after submission of the AMC Certificate,
duly certified by end user.

e) Failure of the point 4.a by the supplier, may lead to the forfeiture of the Bank Guarantee for AMC.

f) The payment of AMC will be made as stipulated in GCC Clause 21.

Turnkey (if any):

(i) The Tenderer shall examine the existing site where the equipment is to be installed.

(i)  Turnkey (if any) comprises of Supply, Installation, Commissioning and validation of the Lab equipment
(Phase-3).

(i) Tenderers to quote prices indicating break-up of prices of the Machine.

(iv) The Turnkey costs (if any) may be quoted (Inclusive of all taxes /duties) in Indian Rupee will be added for
Ranking Purpose.
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Section — VI

Quality Control Requirements (for each schedule)
(Proforma for equipment and quality control employed by the manufacturer(s) Tender Reference no.
Date of opening
Time
Name and address of the Tenderer:

Note: All the following details shall relate to the manufacturer(s) for the goods quoted for.

01 Name of the manufacturer

a. Full postal address

b. Full address of the premises
c. Email ID

d. Telephone number

e. Fax number

02 Plant and machinery details
03 Manufacturing process details

04 Monthly (single shift) production capacity of goods quoted for
a. normal
b. maximum

05 Total annual turn-over (value in Rupees) for the last three calendar years excluding the year of
tender opening:

06 Quality control arrangement details
a. for incoming materials and bought-out components
b. for process control
c. for final product evaluation

07 Test certificate held
a .typetest
b . BIS/ISO certification
c .anyother

08 Details of staff
a. technical
b skilled
¢ unskilled
09 Please furnish documentation details with clarifications etc as asked for at the end of the equipment
specification.

Signature and seal of the Tenderer
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Section — IX

Qualification Criteria

1. Bidders must be a manufacturer or an authorized dealer/agent of the original equipment/s. In case
of authorized dealer/agent, the Manufacturer's Authorization Certificate/Form (as shown in Section - XIV
of tender document) from the manufacturer to be attached.

2. Net worth of the company shall be positive during the last three financial years. The balance sheet,
profit and loss account for last three financial years certified by a Chartered Accountant shall be
submitted.

3. The bidder must have supplied and installed the equipment within the schedule during the last five
financial year as per the schedules. Purchase Order Copy/ Installation Certificate / Completion
Certificate / Service report/Performance Certificate to be provided as per table below.

4. The average annual turnover of the tenderer during the last three financial year must be as indicated
in the table below. Furnish the information under section B.

Table for Point 3 and 4:

Schedule Equipment name Capacity Qty (Nos) Annual
No Turnover (in
Rs.)
I Vortex Mixer 2 64000

1l Table top cooling centrifuge 1.8 ml to 50 ml 1 600000

1] Bag sealing machine 2 240000

\Y] Deep freezer (Ultra low) 250 Lts 11 1925000
400 Lts 1 200000
200 Lts 1 175000

v Hot air oven 500 Lts 3 585000
Flow rate: 100-3000 13 1430000
ml/min.
Flow rate: 1000-10000 5 950000
ml/min.
Flow rate: 0-3 I/min. 10 1100000

VI Peristaltic pump

Wil Air Sampler 11 2200000

VI Apo trinocular stereomicrosc ope 1 600000

IX Chiller water bath 20L 1 100000
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Schedule Equipment name Capacity Qty (Nos) Annual
No Turnover (in
Rs.)
X Conductivity meter Should be operated at 7 630000
800C
Xl Cooling centrifuge 6 Its (1.5%4) 1 1200000
Xl Cooling batch centrifuge Floor mounted, 6lts, 3 4500000
rpm 10000 max.
Xlll Deep freezer (Low) 250 Its 2 300000
XIvV Deep freezer (Low- Horizontal) 460 Its 3 525000
XV Egg Incubator 1000 eggs 1 750000
XVI GMP 300 L 8 1780000
Refrigerator
Xvii Gas Chromatograp hy 2 3500000
XVII HPLC system 1 1400000
XIX Incubator 200 Lts 3 1800000
800-1000 L 6 3600000
XX Inspissator 1 350000
Inverted fluorescence microscope 1 800000
Upright Microscope 2 300000
Inverted microscope 4 600000
XXI
XXl LN2 storage container -700C, 180 L, 4 1284000
Vertical
XXII Magnetic stirrer with hot plate To hold 20L glass 1 50000
bottle capacity
To hold 20 L bottle 4 600000
To hold 5L, 15 L bottle 2 300000
platform 400mm 50 L 11 1650000
carboy with RPM 0-
1200
XXIV Magnetic Stirrer
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Schedule Equipment name Capacity Qty (Nos) Annual
No Turnover (in
Rs.)

XXV Micro Aerophilic condition incubator 2 1200000
XXVI PCR 1 450000
XXVII pH & Conductivity meter 5 375000
XXVII pH meter 8 430000
XXIX Refrigerated Shaker Incubator (vertical) 2Litrs *6 flask 1 400000
XXX Roller culture Apparatus 4 5446000
XXXI Shaker Incubator 200Lts 1 320000
XXXII Spectrophoto meter UV with CPU 200-1100nm 2 450000
XXX Table top centrifuge 1 ml tubes 1 900000
XXXIV Thermohygro meter 28 42000
XXXV Ultra sonication bath 12.2L 1 107500
XXXVI Vacuum Pump 1 50000
XXXVII Potentiometer 1 125000
XXXVIII Water bath 20t0 100 °C 2 250000

30L 2 250000

220g 2 400000

810g 1 200000

4109 1 200000

220g 1 200000

150Kg 1 200000

15Kg 1 200000

1 g to 600g Readability 3 200000

- 1mg
XXXIX Weighing Balance
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Schedule Equipment name Capacity Qty (Nos) Annual
No Turnover (in
Rs.)
10g to 10Kg 1 200000
(Readability - 100mg)
0.1to0 1000 g 1 200000
0.1to 40 kg 5 200000
3-20 kg 1 170000
Upto 3 Kg 1 100000
0.1to 40 kg 1 200000
Note:

In support of above the Tenderer shall furnish the details in the below tables.

The manufacturer as well as the Tenderer/ Indian Agent shall furnish Satisfactory Performance cum
Installation Certificate/purchase orders/bill of entry in respect of above, duly translated in English and
duly notarized in the country of origin, along with the tender.

The Tenderer shall furnish a brief write-up, packed with adequate data explaining and establishing his
available capacity/capability (both technical and financial) to perform the Contract (if awarded) within the
stipulated time period, after meeting all its current/present commitments. The Tenderer shall also
furnish details of Equipment and Quality Control in the enclosed Section below.

The Annual Report (Balance Sheet and Profit & Loss Account) for last three years prior to the date of
Tender opening certified by a Chartered Accountant should be submitted as part of the tender

Notwithstanding anything stated above, the Purchaser reserves the right to assess the Tenderer's
capability and capacity to perform the contract satisfactorily before deciding on award of Contract,
should circumstances warrant such an assessment in the overall interest of the Purchaser. The
Purchaser reserves the right to ask for a free demonstration of the quoted equipment to similar/identical
specification at a pre-determined place acceptable to the purchaser for determining technical
responsiveness, before the opening of the Financial Bid.
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PROFORMA:
SECTION (A). GENERAL INFORMATION:

1 Name of Company
2 Registration No.

Number of Years in
3 .

Operation
4 Registered Address
5 Operating Address
6 Telephone No
7 Telefax
8 Email Address
9 SERVICE TAX No.
10 PAN No.
11 TIN No.
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SECTION (B). FINANCE
1 Name & Address of Banks and Branches used :
11
12
1.3 Documentary evidence (duly signed & stamped) must be enclosed. O Yes Ono
2 What is your average annual invoiced sales value (based on past
previous 5 year's records) for each of the type of equipment’s under
consideration.
Equipment Name: ----------- (If more than one equipment, enclose the
same separately)
2.1 Year 1 (Value in Lakhs)
Year 2 (Value in Lakhs)
Year 3 (Value in Lakhs)
Year 4 (Value in Lakhs)
Year 5 (Value in Lakhs)
2.2 Documentary evidence (duly signed & stamped) must be enclosed. O Yes Uno
3 Annual Turnover of the Firm/ company:
3.1 2015 - 2016: __ (valuein Lakhs)
2014 - 2015: (Value in Lakhs)
2013 - 2014: __ (valuein Lakhs)
3.2 Documentary evidence (duly signed & stamped) must be enclosed. 4 Yes Uno
4 Bidders are to submit copy of valid current Income Tax Return
submitted, Sales Tax Registration failing which their offer may be liable 4 Yes Uno
to be rejected.
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SECTION (C) EXPERIENCE:

Past Project Experience:

1. The bidder must have supplied and installed the equipment within the schedule during

1 the last five financial year as per the schedules. Purchase Order Copy/ Installation
Certificate / Completion Certificate / Service report/Performance Certificate to be
provided as mentioned in the eligibility criteria.

CLIENT NAME Facility
Sr. Year Project | Equipments | CONTRACT REFEg‘EN CE A‘?ﬂ;’r‘;ido?y:
No awarded Name Supplied VALUE (INR) (Contact approving
details) agency)
11
1.2
1.3
14
15
1.6
1.7
1.8
1.9
1.10
Documentary evidence of work completion certificate duly signed & U Yes WUno
stamped must be enclosed including the evidence of the facility having
approved by regulatory agencies.
2 Details of Ongoing project:
CLIENT NAME
S. . . &
Year Project Equipment’s CONTRACT
No awarded Name Supplied VALUE (INR) RE((F:EE;’;ISE NSRS
details)
2.1
2.2
2.3
24
25
Documentary evidence of the same to be enclosed d Yes Qno
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SECTION (D). QUALITY
1 ISO CERTIFICATION
Is your company ISO certified, if so mention the certification number
and enclose the photocopy of the certificate:
ISO
U Yes Uno
ISO
ISO
2 Enclose the company Quality policy 4 Yes U no
The equipment supplied should comply with the following guidelines /
standards.
3 U Yes Uno
Note: Subject to the kind of equipment supplied.
3.1 cGMP-Regulations dYes Qno
3.1.1 EU-GMP-Guideline Part 1, Annexes 1, 11 & 15 U Yes Uno
Code of Federal Regulations (CFR) 21, Part 210: cGMP in
312 Manufacturing, Processing, Packing and Holding of Drugs: General. 9 Yes Uno
313 21 CFR Part_ 211: Current Good Manufacturing Practice for finished Q Yes O no
Pharmaceuticals.
3.14 Schedule “M” GMP U Yes Uno
3.15 21 CFR Part 11: Electronic Records; Electronic Signatures U Yes Uno
3.2 FDA Guidance for Industry dYes Qno
3.2.1 Sterile Drug Products Produced by Aseptic Processing U Yes Uno
3.3 GAMP U Yes Uno
The Good Automated Manufacturing Practice (GAMP) Guide for
3.3.1 Validation of Automated Systems in Pharmaceutical Manufacture, Vol. dYes Qno
5.
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3.4 CE Conformity
34.1 Deleted U Yes Uno
3.5 Operating safety act
3.5.1 The requirements of the Operating safety act must be observed. U Yes Uno
3.6 ISO 14664
3.6.1 Clean rooms and Associated Controlled Environment U Yes Uno
Section (E). ATTACHMENTS
Nsc; Please provide the following documents in your submissions: Enclosed
1 Company Brochure / Literature QYes Uno
2 Product profile dYes Qno
3 Technical Details of equipment’s dYes Qno
4 Name & Address of Banks and Branches used : (duly signed & U Yes Uno
stamped)
Annual turnover for the following years
2015 - 2016 : Balance sheet (duly signed & stamped) dYes Qno
5
2014 — 2015: Balance sheet (duly signed & stamped) U Yes Uno
2013 — 2014: Balance sheet (duly signed & stamped) U Yes Qno
current Income Tax Return 4 Yes U no
6
Sales Tax Registration U Yes Uno
7 Past project experience: Completion certificate: U Yes Qno
8 Ongoing project details. U Yes Qno
9 ISO Certificates U Yes Uno
10 Company policies U Yes Qno
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Section (E). ATTACHMENTS
Nsc; Please provide the following documents in your submissions: Enclosed
11 Equipment list / scope of supply U Yes Uno

Signature and seal of the Tenderer

** The documentary proof will be a certificate (enclosed) from the consignee/end user/purchaser
with cross-reference of order no. and date in the certificate duly notarised certification
authenticating the correctness of the information furnished. If at any time, information furnished
is proved to be false or incorrect, the earnest money and or performance security furnished will
be forfeited .such certificates from a third party or middleman other than actual end
user/purchaser will not be accepted.
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FORMAT OF PERFORMANCE CERTIFICATE
To whom it may concern

Date.

Certified that M/s (name & address of the manufacturer)
supplied us -----------------m-- Nos (indicate quantity) of equipment, (indicate

name of the equipment) against our order no dt (please indicate

order no & date as figuring in the performance statement). The equipment was installed,
commissioned & handed over to us on ---------------- (indicate date) & since then the equipment

has been working to our entire satisfaction.
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Section — X

TENDER FORM
Date
To

HLL Biotech Limited, Chennai

Ref. Your TE document no. dated

We, the undersigned have examined the above mentioned TE document, including
amendment/corrigendum no. , dated (if any), the receipt of which is hereby
confirmed. We now offer to supply and deliver (Description of goods and services) in
conformity with your above referred document for the sum of (total tender amount in

figures and words), as shown in the price schedule(s), attached herewith and made part of this tender.

If our tender is accepted, we undertake to supply the goods and perform the services as mentioned
above, in accordance with the delivery schedule specified in the List of Requirements.

We further confirm that, if our tender is accepted, we shall provide you with a performance security of
required amount in an acceptable form in terms of GCC clause 5, read with modification, if any, in
Section - V — “Special Conditions of Contract”, for due performance of the contract.

We agree to keep our tender valid for acceptance as required in the GIT clause 19, read with
modification, if any in Section - 1l — “Special Instructions to Tenderers” or for subsequently extended
period, if any, agreed to by us. We also accordingly confirm to abide by this tender up to the aforesaid
period and this tender may be accepted any time before the expiry of the aforesaid period. We further
confirm that, until a formal contract is executed, this tender read with your written acceptance thereof
within the aforesaid period shall constitute a binding contract between us.

We further understand that you are not bound to accept the lowest or any tender you may receive
against your above-referred tender enquiry.

We confirm that we do not stand deregistered/banned/blacklisted by any Govt. Authorities.

We confirm that we fully agree to the terms and conditions specified in above mentioned TE
document, including amendment/ corrigendum if any

(Signature with date)

(Name and designation) Duly authorised to sign tender for and on behalf of
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SECTION — XI A PRICE SCHEDULE

PRICE SCHEDULE FOR DOMESTIC GOODS OR GOODS OF FOREIGN
ORIGIN LOCATED WITHIN INDIA

2 3 4 5 6

Schedule

Price per unit (Rs.)

c)

Brief Description
of Goods
Country of Origin
Quantity (Nos.)

=a+b+c+d

Supervision, Demonstration
€

Ex - factory/ Ex -warehouse /Ex-
showroom /Off - the shelf
(@)
Packing and Forwarding charges
(b)
Incidental Services (including
Installation & Commissioning,
,Training, Documentation and
Qualification) at the Consignee’s sit
GST on the base price (d)
Total Price (at Consignee Site) basis
(Rs.)
4 x5(e)

Unit Price (at Consignee Site) basis

* The price break up for AMC charges to be given separately as per the Price Schedule-XI C.
NB: Unit price shall be written in figures and words

Total Tender price in Rupees:

In words:

Insurance shall be under Vendor’s scope.

Note: -
1. If there is a discrepancy between the unit price and total price THE UNIT PRICE shall
prevail.
2. The charges for AMC after warranty shall be quoted separately as per Section — XI —
Price Schedule C
Name

Business Address

Place: Signature of Tenderer

Date: Seal of the Tenderer
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SECTION — X1 B PRICE SCHEDULE

PRICE SCHEDULE FOR GOODS TO BE IMPORTED FROM ABROAD

Schedule.
No

Equipment

Capacity / specification

Quantity

Supply
Currency___ | Currency___
Unit Price Total Price

Gross FOB Price at sea / airport of Lading (A)

Insurance & Freight (B)

Net CIP Port of destination by Air/Sea C = (A+B)

Customs duty % & HS Code

Customs Clearance & Handling Charges (INR)

Loading / Unloading / Inland Transportation & Incidental cost till Consignee’s site(INR)

Installation, Commissioning, Supervision, Demonstration, Training Documentation and Qualification

at the consignee’s site(INR)

Total Price in Foreign Currency

Total Price in INR

Grand Total (Supply ,Installation, Commissioning & Validation) INR

* The price break up for AMC charges to be given separately as per the Price Schedule-XI C.

** To be paid in Indian Currency (Rs.) or_to the principal in their currency

Total DAP at Consignee site price in figures:

And in words:

Note: -

1. Ifthere is a discrepancy between the unit price and total price THE UNIT PRICE shall prevail.
2. The charges for AMC after warranty shall be quoted separately as per Section — XI — Price

Schedule C

3. The Tenderer will be fully responsible for the safe arrival of the goods at Consignee Site.
4. The bidders break up of prices under various columns are for comparison of prises up to
delivery of goods at consignee’s site for tender evaluation and will be allowed on actual basis
subject to bidders quoted prices as ceiling under various heads which will be adjusted later
against balance payment.
5. The quoted price should be bidder’s best lowest rate supported with original proforma invoice
from the foreign manufacturers Indian Agent to be paid in Indian Currency.

Name

Business Address

Place:

Signature of Tenderer
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Date: Seal of the Tenderer

SECTION — XI C PRICE SCHEDULE

PRICE SCHEDULE FOR ANNUAL MAINTENANCE CONTRACT
AFTER WARRANTY PERIOD

PRICE SCHEDULE FOR ANNUAL MAINTENANCE CONTRACT AFTER WARRANTY

PERIOD
1 2 3 4 5
Annual Total Annual
Maintenance Comprehensive
Contract Cost for Maintenance Contract
Sched BRIEF Each Unit year Cost for 2 Years
ule DESCRIPTION QU(QEE;FY' wise*. [3 x (4A+4B)]
No. OF GOODS ' 1% 2nd
A B
* After completion of Warranty period
NOTE:-

1. In case of discrepancy between unit price and total prices, THE UNIT PRICE shall
prevail.

2. The cost of Annual Maintenance Contract (AMC) which includes preventive
maintenance including testing & calibration as per technical/ service /operational
manual, labour, after satisfactory completion of Warranty period may be quoted for
next 2 years on yearly basis for complete equipment and Turnkey (if any).

3. The cost of AMC may be quoted along with taxes applicable on the date of Tender
Opening. The taxes to be paid extra, to be specifically stated. In the absence of
any such stipulation the price will be taken inclusive of such taxes and no
claim for the same will be entertained later.

4. Cost of AMC will be added for Ranking/Evaluation purpose.

5. The payment of AMC will be made as per clause GCC clause 21.1 (D).

6. The uptime warranty will be 98 % on 24 (hrs) X 7 (days) X 365 (days) basis or as
stated in Technical Specification of the TE document.

7. All software updates should be provided free of cost during AMC period.

8. The stipulations in Technical Specification will supersede above provisions

9. The supplier shall keep sufficient stock of spares required during Annual
Maintenance Contract period. In case the spares are required to be imported, it
would be the responsibility of the supplier to import and get them custom cleared and
pay all necessary duties.

10. Agency commission may be shown in separate column in price schedule.
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11. The cost of spares required during the preventive maintenance/ breakdown

maintenance during the AMC shall be paid extra at actual by the supplier.

Commercial
l.
Il.

VI.

VILI.

aspects of AMC shall be read as

AMC will commence from the date of expiry of the warranty period.

The above mentioned value for Annual Maintenance Contract (AMC) includes preventive
maintenance, breakdown maintenance, labour, after satisfactory completion of Warranty
period.

The contractor should submit a performance bank guarantee equivalent to 10% of the amount
of AMC charges for 2 years, valid for the period of AMC on entering into the agreement by the
client.

The payment of AMC will be made on half yearly basis, after satisfactory completion of said
period, duly certified by Client. The payment will be made in Indian Rupees.

During AMC period, the contractor is required to visit the site at least once in 6 months
commencing from the date of the successful completion of warranty period for preventive
maintenance. Failure to perform this condition by the contractor, may lead to the forfeiture of
the performance Bank Guarantee for AMC.

The contractor shall send his claim for payment in writing, when contractually due, along with
relevant documents etc., duly signed with date, to the Client.

The Performance Bank Guarantee/ Security Deposit submitted by the vendor shall be returned
only on entering into the AMC agreement and on receipt of BG for AMC security. However,
entering into an agreement on AMC with the Contractor is the sole discretion of the Client.

Name

Business Address

Place: Signature of Tenderer

Date:

Seal of the Tenderer
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SECTION — XI D PRICE SCHEDULE
PRICE SCHEDULE FOR TURNKEY (IF ANY)
Schedule BRIEF TURNKEY (IF ANY) Turnkey (if any) price
No. DESCRIPTION OF GOODS
Note: -

1. The cost of Turnkey (if any) as per Technical Specification (Section VII) may be quoted on

lump sum inclusive of all taxes & duties. Cost of Turnkey (if any) will be added for

Ranking/Evaluation purpose.

2. The payment of Turnkey (if any) will be made as per clause GCC clause 21.1 (c).

3. The stipulations in Technical Specification will supersede above provisions

Name

Business Address

Place:

Signature of Tenderer

Date:

Seal of the Tenderer
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SECTION - XI|

QUESTIONNAIRE

Fill up the Section XIX — Check List for Tenderers and enclose with the Tender

1. The tenderer should furnish specific answers to all the questions/issues mentioned in the
Checklist. In case a question/issue does not apply to a tenderer, the same should be

answered with the remark “not applicable”

2. Wherever necessary and applicable, the tenderer shall enclose certified copy as documentary

proof/ evidence to substantiate the corresponding statement.

3. In case a tenderer furnishes a wrong or evasive answer against any of the question/issues

mentioned in the Checklist, its tender will be liable to be ignored.
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SECTION — XIlI
BANK GUARANTEE FORM FOR EMD
Whereas (hereinafter called the “Tenderer”) has submitted its

guotation dated for the supply of
(hereinafter called the “tender”) against the purchaser's tender enquiry No.
Know all persons by these presents that we

of (Hereinafter called
the “Bank”) having our registered office at are bound unto
(hereinafter called the “Purchaser) in the sum of
for which payment will and truly to be made to the said Purchaser, the
Bank binds itself, its successors and assigns by these presents. Sealed with the Common Seal of the

said Bank this day of 20 . The conditions of this obligation
are:

(2) If the Tenderer withdraws or amends, impairs or derogates from the tender in any respect
within the period of validity of this tender.

(2) If the Tenderer having been notified of the acceptance of his tender by the Purchaser
during the period of its validity:-

a) fails or refuses to furnish the performance security for the due performance of the contract.
or
b) fails or refuses to accept/execute the contract.
or
c) if it comes to notice that the information/documents furnished in its tender is incorrect,
false, misleading or forged

We undertake to pay the Purchaser up to the above amount upon receipt of its first written demand,
without the Purchaser having to substantiate its demand, provided that in its demand the Purchaser
will note that the amount claimed by it is due to it owing to the occurrence of one or both the two
conditions, specifying the occurred condition(s).

This guarantee will remain in force for a period of forty-five days after the period of tender validity and
any demand in respect thereof should reach the Bank not later than day of
20

(Signature of the authorised officer of the Bank)

Name and designation of the officer
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Seal, name & address of the Bank and address of the Branch

SECTION — XIV
MANUFACTURER’S AUTHORISATION FORM

To

HLL Biotech Limited, Chennai

Dear Sirs,

Ref. Your TE document No , dated

We, who are proven and reputable manufacturers
of (name and description of the goods offered in the tender) having
factories at , hereby authorise
Messrs (name and address of the agent) to submit a tender, process

the same further and enter into a contract with you against your requirement as contained in the above
referred TE documents for the above goods manufactured by us.

We further confirm that no supplier or firm or individual other than Messrs.
(name and address of the above agent) is authorised to submit a tender, process the same further and enter
into a contract with you against your requirement as contained in the above referred TE documents for the
above goods manufactured by us.

We also hereby extend our full warranty, AMC Support as applicable as per clause 15 of the General
Conditions of Contract, read with modification, if any, in the Special Conditions of Contract for the goods and
services offered for supply by the above firm against this TE document.

We also hereby confirm that we shall be overall responsible for the timely delivery of the equipment
,installation, testing, commissioning and validation as per the requirements stipulated and agreed in the
Tender Enquiry document.

Yours faithfully,

[Signature with date, name and designation]
for and on behalf of Messrs

[Name & address of the manufacturers]
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Note:

This letter of authorisation should be on the letter head of the manufacturing firm

and should be signed by a person competent and having the power of attorney to
legally bind the manufacturer.

Original letter may be sent.
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SECTION - XV (A)

BANK GUARANTEE FORM FOR ADVANCE BANK GUARANTEE

Bank Guarantee No....
To

HLL Biotech Ltd.,
Module 013-015,

Ticel Biopark Campus,
CSIR Road, Taramani,
Chennai — 600 113.

Dear Sirs,

In consideration of the HLL Biotech Ltd., hereinafter referred to as 'HBL’, which expression shall unless repugnant
to the context or meaning thereof include its successors, executors, administrators and assigns, having awarded to
M/s. having its registered office at
hereinafter referred as the 'Supplier’, which expression shall unless repugnant to the context or meaning thereof,
include its successors, Administrators, executors and assigns, a contract hereinafter referred to as the 'Order’ for
referred to as the 'Supply and Services’ on terms and conditions set out,

inter-alia in the HBL's Order No. dated valued

at (in words & figures) and as the HBL having agreed to make a payment against the above
ORDER, to the Supplier amounting to Rs. (in words & figures) as an advance against
Bank Guarantee to be furnished by the Supplier, the said advance to be adjusted against the supply and services
to be performed by the Supplier, we hereinafter referred to as the ‘Bank’ which expressions shall,
unless repugnant to the context or meaning thereof, include its successors, administrators, executors and assigns
having our office at do hereby undertake to give the irrevocable and

unconditional guarantee and do hereby undertake to pay the HBL on first demand without any demur,
reservation, contest recourse and protest and without reference to the Supplier any and all monies payable
by the Supplier by reason of any breach by the said Supplier of any of the terms and conditions of the said order to
the extent of Rs. (in words & figures) till the said advance is adjusted as aforesaid at any
time up to .We agree that the guarantee herein contained shall continue to be enforceable till
the sum due to the HBL on account of the said advance is adjusted/recovered in full as aforesaid or till the HBL
discharges this guarantee.

The HBL shall have the fullest liberty without affecting in any way the liability of the Bank under this guarantee,
from time to time vary the advance or to extend the time for performance of the supply and services by the
Supplier. The Bank shall not be released from its liability under these presents by any exercise of the HBL of the
liberty with reference to the matter aforesaid.

The HBL shall have the fullest liberty, without reference to Supplier and without affecting this guarantee to post-
pone for any time or from time to time the exercise of any powers vested in them or of any right which they might
have against the Supplier, and to exercise the same at any time in any manner, and either to enforce or to forebear
to enforce any power, covenants contained or implied in the order between the HBL and the Supplier or any other
course or remedy or security available to the HBL and the Bank shall not be released of its obligations under these
presents by any exercise by the HBL of its liberty with reference to matters aforesaid or any of them or by reason
of any other act or forbearance or other acts of omission or commission on the part of the HBL or any other
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indulgence shown by the HBL or by any other matter or thing whatsoever which under law would, but for this
provision, have the effect of relieving the Bank Guarantee.

The right of HBL to recover the outstanding sum of advance with applicable costs up to Rs.

from the bank in the manner aforesaid will not be affected or suspended by reason of the fact that any
dispute or disputes is or are pending before any officer, tribunal or court and any demand made by HBL on
the Bank shall be conclusive and binding.

The Bank further undertakes not to revoke this guarantee during its currency without prior and written consent of
the HBL and further agrees that the guarantee contained shall continue to be enforceable till the HBL
discharges this guarantee.

The Bank also agrees that the HBL shall at its option is entitled to enforce this guarantee against the bank as
principal debtors, in first instance, notwithstanding any other security or guarantee that HBL may have in relation to
the Supplier’s liabilities of the said advance.

Notwithstanding anything contained herein above, our liability under this guarantee is restricted to as Rs.

(in words & figures) and it will remain in force up to and including (date of
completion of supply and services) and shall be extended from time to time for such periods as may be advised by
M/S..oiiii . on whose behalf this guarantee has been given.

Therefore, we hereby affirm that we are guarantors and responsible to you on behalf of the Supplier up to a total
amount of (amount of guarantees in words and figures) and we undertake to pay you, upon your
first written demand declaring the Supplier to be in default under the purchase order and without caveat or
argument, any sum or sums within the limits of (amount of guarantee) as aforesaid, without your needing to prove
or show grounds or reasons for your demand or the sum specified therein.

This Guarantee is valid until day

We have power to issue this guarantee in your favour under Memorandum and Articles of Association and
the undersigned has full power to do under the Power of Attorney / Resolution of Board of Directors
dated.......... granted to him by the Bank.

Dated.............. this......c........ day of................ 20

Signed by
Place:

(Person duly authorised by Bank)
Witness :
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SECTION — XV (B)

BANK GUARANTEE FORM FOR PERFORMANCE SECURITY
To

HLL Biotech Ltd.,
Module 013-015,

Ticel Biopark Campus,
CSIR Road, Taramani,
Chennai — 600 113.

1. In consideration of HLL Biotech Limited (hereinafter called “HBL") having agreed under the terms and
conditions of Order No.................. dated............. made between .............coov i (here in after called “the
said contractor(s)”) for the ................. work (herein after called “the said agreement”) for compliance of his

obligation in accordance with the terms and conditions in the said agreement.

We .o, (indicate the name of the Bank) (herein after referred to as “as Bank) hereby undertake to pay to
the HBL and amount not exceeding Rs..... (Rupees.............. only) on demand by HBL.
2. WEe o (Indicate the name of the Bank) do hereby undertake to pay the amount

due and payable under this Guarantee without any demure, merely on a demand from HBL stating that the
amount claimed is required to meet the recoveries due or likely to be due from the said contractor(s). any such
demand made on the Bank shall be conclusive as regards the amount due and payable by the bank under this
Guarantee. However, our liability under this guarantee shall be restricted to an amount not exceeding
RS..cocoiviinns (RUPEES.....o v, only).

3. We undertake to pay to HBL any money so demanded notwithstanding any dispute or disputes raised by
the contractor (s) in any suit or proceeding pending before any court or Tribunal relating thereto our liability under
this present being absolute and unequivocal.

The payment made by us under this guarantee shall be valid discharge of our liability for payment to there-under
and the contractor(s) shall have no claim against us making such payment.

4, We ..o (Indicate the name of Bank) further agree that the guarantee herein contained shall
remain in full force and effect during the period that would be taken for the performance of the said agreement and
that it shall continue to be enforceable till all the dues of HBL under or by virtue of the said agreement have been
fully paid and its claims satisfied or discharged or till Engineer-in-charge on behalf of HBL Certified that the terms
and conditions of the said Agreement have been fully and properly carried out by the said contractor(s) accordingly
discharges this guarantee.
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5. We.......o.oevenis (Indicate the name of Bank) further agree with HBL that HBL shall have the fullest liberty

without our consent and without affecting any manner our obligations hereunder to vary any of the terms and
conditions of the said agreement or to extend time of performance by the said contractor(s) from time to time or to
postpone for any of the powers exercisable by HBL against the said contractor(s) and to forebear or enforce any of
the terms and conditions relating to the said agreement we shall not be relieved from our liability by reasons of any
such variation or extension being granted to the said contractor(s) or for any forbearance act of omission on that
part of the HBL or any indulgence by HBL to the said contract(s) or by any such matter or thing whatsoever which
under the law relating to sureties would, but for this provision, have effected or so relieving us.

6. The guarantee will not be discharged due to the change in the constitution of the Bank or the
contractor(s).

7. We. i, (indicate the name of Bank) lastly undertake not to revoke this guarantee
except with the previous consent of HBL in writing.

8. This guarantee shall be valid up to ........... unless extended on demand by HBL. Notwithstanding
anything mentioned above our liability against this Guarantee is restricted to Rs.............
(Rupees.........coeeuvnenn. only) and unless a claim in writing is lodged with us within six months of the date of expiry

FOr .o,
(Indicate the name of Bank)

Seal, name & address of the Bank and address of the Branch
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SECTION — XV

CONTRACT FORM - A

CONTRACT FORM FOR SUPPLY, INSTALLATION, COMMISSIONING, VALIDATION, HANDING
OVER, TRIAL RUN, TRAINING OF OPERATORS & WARRANTY OF GOODS

HLL Biotech Limited

Contract No dated

This is in continuation to this office’s Notification of Award No dated

1. Name & address of the Supplier:

2. Purchaser’s TE document No dated and subsequent Amendment
No , dated (if any), issued by the purchaser

3. Supplier's Tender No dated and subsequent communication(s) No
dated (if any), exchanged between the supplier and the purchaser in connection with this
tender.

4. In addition to this Contract Form, the following documents etc, which are included in the documents
mentioned under paragraphs 2 and 3 above, shall also be deemed to form and be read and construed
as integral part of this contract:

(i) General Conditions of Contract;

(ii) Special Conditions of Contract;

(iii) List of Requirements;

(iv) Technical Specifications;

(v) Quality Control Requirements;

(vi) Tender Form furnished by the supplier;

(vii) Price Schedule(s) furnished by the supplier in its tender;

(viii) Manufacturers’ Authorisation Form (if applicable for this tender);
(ix) Purchaser’s Notification of Award

Note: The words and expressions used in this contract shall have the same meanings as are
respectively assigned to them in the conditions of contract referred to above. Further, the definitions
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and abbreviations incorporated under clause 1 of Section Il — ‘General Instructions to Tenderers’ of

the Purchaser’s TE document shall also apply to this contract.

5. Some terms, conditions, stipulations etc. out of the above-referred documents are reproduced below for
ready reference:

(i) Brief particulars of the goods and services which shall be supplied/ provided by the
supplier are as under:

Schedule Brief description of
No. goods/services

Quantity to be Unit [ Total | Terms of

(ASERI k) I supplied Price | price | delivery

Any other additional services (if applicable) and cost thereof:

Total value (in figure) (In words)

1. Delivery schedule
(i) Details of Performance Security
(i) Quality Control

(a) Mode(s), stage(s) and place(s) of conducting inspections and tests.
(b) Designation and address of purchaser’s inspecting officer

(iii) Destination and despatch instructions

(iv) Consignee, including port consignee, if any
2. Warranty clause
3. Payment terms

4. Paying authority

(Signature, name and address of CONSIGNEE)
For and on behalf of

Received and accepted this contract

(Signature, name and address of the supplier's executive duly authorised to sign on behalf of the
supplier)
For and on behalf of
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Date 1 25.11.2016
(Name and address of the supplier)
(Seal of the supplier)
Date:
Place:
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SECTION — XVI
CONTRACT FORM - B
CONTRACT FORM ANNUAL MAINTENANCE CCONTRACT

AMC No. dated
Between
CONSIGNEE
And
(Name & Address of the Supplier)

Ref:  Contract No dated (Contract No. & date of Contract for

supply, installation, commissioning, validation, handing over, Trial run, Training of
operators & warranty of goods)

In continuation to the above referred contract

2. The Contract for AMC is hereby concluded as under: -

1 2 3 4 5
Annual Total Annual
Maintenance Comprehensive
Contract Cost for Maintenance Contract
BRIEF Each Unit year Cost for 2 Years
jghﬁg DESCRIPTION QU(Q';Z')T v wise*. [3 X (4A+4B)]
' OF GOODS ' 15 2nd
A B
Total value (in figure) (In words)

b) The AMC commence from the date of expiry of all obligations under Warranty i.e.
from (date of expiry of Warranty) and will expire on (till end of
AMC period i.e 2 years)

c) The cost of AMC which includes calibration of the Equipment along with Calibration Certificate,
the necessary calibration tools, labour charges as per technical/ service /operational manual of
the manufacturer, after satisfactory completion of Warranty period may be quoted for next 2 years

on yearly basis for complete equipment and Turnkey (if any). The authorized Technical person to
be deputed for AMC.
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(name of the consignee)

(Signature, name and address of Consignee)

For and on behalf of

Received and accepted this contract

(Signature, name and address of the supplier’s executive
duly authorised to sign on behalf of the supplier)

For and on behalf of
(Name and address of the supplier)

(Seal of the supplier)

Date:

Place:
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SECTION — XVII
PROFORMA OF CONSIGNEE RECEIPT CERTIFICATE
(To be given by consignee’s authorized representative)

The following store(s) has/have been received in good condition:
1) Contract No. & date
2) Supplier's Name
3) Consignee’s Name & Address with

telephone No. & Fax No.
4) Name of the item supplied
5) Quantity Supplied
6) Date of Receipt by the Consignee
7 Name and designation of Authorized

Representative of Consignee
8) Signature of Authorized Representative

of Consignee with date
9) Seal of the Consignee
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SECTION — XVIl|

Proforma of Final Acceptance Certificate by the Consignee

No

Date

To
M/s

Subject: Certificate of commissioning of equipment/plant. |

This is to certify that the equipment(s)/plant(s) as detailed below has/have been received in good conditions
along with all the standard and special accessories and a set of spares (subject to remarks in Para no.02) in
accordance with the contract/technical specifications. The same has been installed and commissioned.

(@) Contract No dated

(b) Description of the equipment(s)/plants:

(c) Equipment(s)/ plant(s) nos.:

(d) Quantity:

(e) Bill of Loading/Air Way Bill/Railway
Receipt/ Goods Consignment Note no dated

(f) Name of the vessel/Transporter:

(g) Name of the Consignee:

(h) Date of commissioning and proving test:

Details of accessories/spares not yet supplied and recoveries to be made on that account.

Sl. Description of Item Quantity Amount to be recovered
No.

The proving test has been done to our entire satisfaction and operators have been trained to operate the
equipment(s)/plant(s).

The supplier has fulfilled its contractual obligations satisfactorily ## or
The supplier has failed to fulfill its contractual obligations with regard to the following:
He has not adhered to the time schedule specified in the contract in dispatching the

documents/drawings pursuant to ‘Technical Specifications’.
He has not supervised the commissioning of the equipment(s)/plant(s)in time, i.e. within the period
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specified in the contract from date of intimation by the Purchaser/Consignee in respect of the
installation of the equipment(s)/plant(s).
The supplier as specified in the contract has not done training of personnel.

The extent of delay for each of the activities to be performed by the supplier in terms of the contract is:

The amount of recovery on account of hon-supply of accessories and spares is given under Para no.02.

The amount of recovery on account of failure of the supplier to meet his contractual obligations
is (here indicate the amount).

Signature
Name
Designation with stamp

## Explanatory notes for filling up the certificate:

He has adhered to the time schedule specified in the contract in dispatching the documents/drawings
pursuant to ‘Technical Specification’.

He has supervised the commissioning of the equipment(s)/plant(s) in time, i.e. within the time
specified in the contract from date of intimation by the Purchaser/Consignee in respect of the
installation of the equipment(s)/plant(s).

Training of personnel has been done by the supplier as specified in the contract

In the event of documents/drawings having not been supplied or installation and commissioning of
the equipment(s)/plant(s) having been delayed on account of the supplier, the extent of delay should
always be mentioned in clear terms.
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SECTION — XIX
CHECKLIST

NAME OF TENDERER:
NAME OF MANUFACTURER:

Yes/ No/

Page No. in the

S| No. Activity TENDER Remarks
NA
document
Have you enclosed EMD of required amount for the
1l.a
quoted schedules?
b In case EMD is furnished in the form of Bank Guarantee,
' has it been furnished as per Section XIII?
In case Bank Guarantee is furnished, have you kept its
c validity of 165 days from Techno-Commercial Bid
' Opening date as per clause 18 of GIT?
Have you enclosed duly filled Tender Form as per format
2.a . .
in Section X?
b Have you enclosed Power of Attorney in favour of the
' signatory?
Are you a SSI unit, if yes have you enclosed certificate of
3. registration issued by Directorate of Industries/NSIC

Have you enclosed clause-by-clause technical
4.a. | compliance statement for the quoted goods vis-a-vis the
Technical specifications?

deviations?

In case of Technical deviations in the compliance
b. statement, have you identified and marked the

Have you submitted satisfactory performance certificate
as per the Proforma for performance statement in Sec. 1X

>.a of TE document in respect of all orders?
b Have you submitted copy of the order(s) and end user
' certificate?
6 Have you submitted manufacturer's authorization as per

Section XIV?

Have you submitted prices of goods, turnkey (if any),
7. AMC etc. in the Price Schedule as per Section XI?

Have you kept validity of 120 days from the Techno-
Commercial Bid Opening date as per the TE document?
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Page No. in the
Sl No. Activity VS Ny TENDER Remarks
NA
document
In case of Indian Tenderer, have you furnished Income
9.a Tax Account No. as allotted by the Income Tax
Department of Government of India?
In case of Foreign Tenderer, have you furnished Income
b. Tax Account No. of your Indian Agent as allotted by the
Income Tax Department of Government of India?
10 Have you intimated the name and full address of your
’ Banker (s) along with your Account Number
11 Have you fully accepted payment terms as per TE
’ document?
12 Have you fully accepted delivery period as per TE
’ document?
13. Have you submitted the certificate of origin
14. Have you accepted the warranty as per TE document?
15 Have you accepted terms and conditions of TE
‘ document?
16 Have you furnished documents establishing your eligibility
' & qualification criteria as per TE documents?
Have you furnished Annual Report (Balance Sheet and
17 Profit & Loss Account) for last three years prior to the date
of Tender opening?
18 Have you signed and sealed the Integrity Pact as per
section XXI of the tender
19 Have you enclosed the DD/Bankers cheque for the tender
fee?
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N.B.
1.  All pages of the Tender should be page numbered and indexed.

2. The Tenderer may go through the checklist and ensure that all the documents/confirmations listed
above are enclosed in the tender and no column is left blank. If any column is not applicable, it may be
filled up as NA.

3. ltis the responsibility of tendered to go through the TE document to ensure furnishing all required
documents in addition to above, if any.

(Signature with date)

(Full name, designation & address of the person duly authorised sign on behalf of the
Tenderer)
For and on behalf of

(Name, address and stamp of the tendering firm)
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Section — XX
Consignee

All Goods shall be delivered at

INTEGRATED VACCINES COMPLEX
HLL BIOTECH LIMITED
SF No: 192 & 195
Thirumani Village
Chengalpattu - 603001
Tamil Nadu

India.
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SECTION — XXI

To be signed by the bidder and same signatory competent/authorized to sign the relevant contract
of behalf of HLL Biotech Limited

INTEGRITY AGREEMENT

This Integrity Agreement is made at ............... onthis .......... Day of........ 20, i,
BETWEEN
President of India represented through Chief Executive Officer, HLL Biotech Limited (Hereinafter referred as
the “Principal/Owner”, which expression shall unless repugnant to the meaning or context hereof include its
successors and permitted assigns.
AND

through .o e e (Hereinafter  referred to as  the
“Bidder/Contractor” and which expression shall unless repugnant to the meaning or context hereof include
its successors and permitted assigns).

Preamble

WHEREAS the Principal / owner has floated the Tender (NIT NO..........occovvviieennnnnn. )

(Hereinafter referred to as “Tender/Bid”) and intends to award, under laid down organizational procedure,
CONEFACT TOF ... vt et e

Hereinafter referred to as the “Contract”

AND WHEREAS the Principal /Owner values full compliance with all relevant laws of the land, rules,
regulations, economic use of resources and of fairness/transparency in its relation with its Bidder(s) and
Contractor(s).

AND WHEREAS to meet the purpose aforesaid both the parties have agreed to enter into this Integrity
Agreement (hereinafter referred to as “Integrity Pact” or “ Pact”), the terms and conditions of which shall
also be read as integral part and parcel of the Tender Bid documents and Contract between the parties.
NOW, THEREFORE, in consideration of mutual covenants’ contained in this Pact, the parties hereby agree
as follows and this Pact witnesses as under:

Article 1: Commitment of the Principal /Owner

1) The Principal /Owner commits itself to take all measures necessary to prevent corruption and to observe
the following principles.

(&) No employee of the Principal/Owner, personally or through any of his/her family members, will in
connection with the Tender, or the execution of the Contract, demand, take a promise for or
accept, for self or third person, any material or immaterial benefit which the person is not legally
entitled to.

(b) The Principal/Owner will, during the Tender process, treat all Bidder(s) with equity and reason.
The Principal/owner will, in particular, before and during the Tender process, provide to all
Bidder(s) the same information and will not provide to any Bidder(s) confidential / additional
information through which the Bidder (s) could obtain an advantage in relation to the Tender
process or the Contract execution.
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2)

(c) The Principal /Owner shall Endeavour to exclude from the Tender process any person, whose
conduct in the past has been of biased nature.

If the Principal/Owner obtains information on the conduct t of any of its employees which is a criminal
offence under the Indian Penal code (IPC)/Prevention of Corruption Act, 1988 (PC Act) or is in violation of
the principles herein mentioned or if there be a substantive suspicion in this regard, the Principal/Owner
will inform the Chief Vigilance Officer and in addition can also in initiate disciplinary actions as per its
internal laid down policies and procedures.

Article 2: Commitment of the Bidder(s) / Contractor(s)

1)

2)

3)

It is required that each Bidder/Contractor(including their respective officers, employees and agents)
adhere to the highest ethical standards, and report to the Government/Department all suspected acts of
fraud or corruption or Coercion or Collusion of which it has knowledge or becomes aware, during the
tendering process and throughout the negotiation or award of a contract.

The Bidder(s)/Contractor(s) commit himself to take all measures necessary to prevent corruption. He
commits himself to observe the following principles during his participation in the Tender process and
during the Contract execution.

(a) The Bidder(s)/Contractor(s) will not, directly or through any other person or firm, offer, promise or
give to any of the Principal/owner’s employees involved in the Tender process or execution of the
Contract or to any third person any material or other benefit which he/she which he/she is not legally
entitled to, in order to obtain in exchange any advantage of any kind whatsoever during the Tender
process or during the execution of the Contract.

(b) The Bidder(s) will not enter with other Bidder(s) into any undisclosed agreement or understanding,
whether formal or informal. This applies in particular to prices, specifications, certification, subsidiary
contracts, submission or non-submission of bids or any other actions to restrict competitiveness or to
cartelize in the bidding process.

(c) The Bidder(s)/Contractor(s) will not commit any offence under the relevant IPC/PC Act. Further the
Bidder(s) /Contract(s) will not use improperly, (for the purpose of competition or personal gain).or
pass on to others, any information or documents provided by the Principal/Owner as part of the
business relationship, regarding plans, technical proposals and business details, including and
business relationship, regarding plans, technical proposals and business details, including
information contained or transmitted electronically.

(d) The Bidder (s) /Contractor (s) of foreign origin shall disclose the names and addresses of
agents/representatives in India, if any Similarly Bidder(s)/Contractor(s) of Indian Nationality shall
disclose names and addresses of foreign agents/representatives, if any. Either the Indian agent on
behalf of the foreign principal or the foreign principal directly could bid in a tender but not both.
Further, in cases where an agent participate in a tender on behalf of one manufacturer, he shall not
be allowed to quote on behalf of another manufacturer along with the first manufacturer in a
subsequent/parallel tender for the same item.

(e) The Bidder (s)/Contractor (s) will , when presenting his bid, disclose (with each tender as per
proforma unclosed) any and all payments he has made, is committed to or intends to make to agents,
brokers or any other intermediaries in connection with the award of the Contract.

The Bidder(s) /Contractor(s) will not instigate third persons to commit offences outlined above or be an
accessory to such offences.
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4)

5)

The Bidder (s)/contractor(s) will not, directly or through any other person or firm indulge in fraudulent
practice means a willful misrepresentation or omission of facts or submission of fake/forged documents in
order to induce public official to act in reliance thereof, with the purpose of obtaining unjust advantage by
or causing damage to justified interest of others and /or to influence the procurement process to the
detriment of the Government interests.

The Bidder(s)/Contractor(s) will not, directly or through any other person or firm use Coercive Practices
(Means the act of obtaining something, compelling an action or influencing a decision through
intimidation, threat or the use of force directly or indirectly, where potential or actual injury may befall upon
a person, his/her reputation or property to influence their participation in the tendering process).

Article 3: Consequences of Breach

Without prejudice to any rights that may be available to the Principal/Owner under law or the Contract or its
established policies and laid down procedures, the Principal/Owner shall have the following rights in case of
breach of this integrity Pact by the Bidder (s)/Contractor(s) and the Bidder(s)/Contractor(s) accepts and
undertakes to respect and uphold the Principal /Owner’s absolute right:

1)

2)

3)

If the Bidders) / Contractor(s), either before award or during execution of Contract has committed a
transgression through a violation of Article 2 above or in any other form, such as to put his reliability or
credibility in question, the Principal/owner after giving 14 days notice to the contractor shall have powers
to disqualify the Bidder (s)/Contractor(s) from the Tender process or terminate/determine the Contract, if
already executed or exclude the Bidder/Contractor from future contract award processes. The imposition
and duration of the exclusion will be determined by the severity of transgression and determined by the
Principal/owner. Such exclusion may be forever or for a limited period as decided by the
Principal/owner.

Forfeiture of EMD/performance Guarantee/Security Deposit: If the Principal/owner has disqualified
the Bidder(s) from the Tender process prior to the award of the Contract or terminated/determined the
Contract or has accrued the right to terminate/determine the Contract according to Article 3(1), the
Principal /Owner apart from exercising any legal rights that may have accrued to the Principal/Owner,
may in its considered opinion forfeit the entire amount of Earnest Money Deposit, Performance
Guarantee and security Deposit, Performance Guarantee and security Deposit of the Bidder/Contractor.

Criminal Liability: If the Principal/Owner obtains knowledge of conduct of a Bidder or Contractor, or of
and employee or a representative or an associate of a Bidder or Contractor which constitutes corruption
within the meaning of Indian Penal code (IPC)/Prevention of corruption Act, or if the Principal/owner has
substantive suspicion in this regard, the Principal/owner will inform the same to low enforcing agencies
for further. Investigation.

Article 4- Previous Transgression

1)

2)

3)

The Bidder declares that no previous transgressions occurred in the last 2 years with any other Company
in any country confirming to the anticorruption approach or with Central Government or State Government
or any other Central/State Public sector Enterprises in India that could justify his exclusion from the
Tender process.

If the Bidder makes incorrect statement on this subject, he can be disqualified from the Tender process or
action can be taken for banning of business dealings/ holiday listing of the Bidder/Contractor as deemed
fit by the Principal/owner.

If the Bidder/Contractor can prove that he has resorted / recouped the damage caused by him and has
installed a suitable corruption prevention system, the Principal/owner may, at its own discretion, revoke
the exclusion prematurely.
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Article 5- Equal Treatment of all Bidders/Contractors/Subcontractors

1) The Bidder(s) /Contractor(s) undertake(s) to demand from all subcontractors a commitment in conformity
with this Integrity Pact. The Bidder/Contractor shall be responsible for any violation(s) of the principles laid
down in this agreement /pact by any of its Sub-contractors/sub-vendors.

2) The Principal/owner will enter into Pacts on identical terms as this one with all Bidders and Contractors.

Article 6- Duration of the Pact

This Pact begins when both the parties have legally signed it. It expires for the Contractor/Vendor 12 months
after the completion of work under the contract or till the continuation of defect Liability period, whichever is
more and for all other bidders, till the Contract has been awarded.

If any claim is made/lodged during the time, the same shall be binding and continue to be valid despite the
lapse of this Pacts as specified above, unless it is discharged /determined by the competent authority, HLL
Biotech Limited.

Article 7- other Provisions

1) This Pact is subject to Indian Law., place of performance and jurisdiction is the Head quarters of HLL
Biotech Limited of the Principal/Owner, who has floated the Tender.

2) Changes and supplements need to be made in writing. Side agreements have not been made.

3) If the Contractor is a partnership or a consortium, this Pact must be signed by all the partners or by one
or more partner holding power of attorney signed by all the partners or by one or more partner holding
power of attorney signed by all partners and consortium members. In case of a company, the Pact must
be signed by a representative duly authorized by board resolution.

4)  Should one or several provisions of this Pact turn out to be invalid; the remainder of this Pact remains
valid. In this case, the parties will strive to come to an agreement to their original intensions.

5) Itis agreed term and condition that any dispute or difference arising between the parties with regard to
the terms of this Integrity Agreement/pact, any action taken by the Owner/Principal in accordance with
this Integrity Agreement/Pact or interpretation thereof shall not be subject to arbitration.

Article 8- LEGAL AND PRIOR RIGHTS:

All rights and remedies of the parties hereto shall be in addition to all the other legal rights and remedies
belonging to such parties under the Contract and /or law and the same shall be deemed to be cumulative and
not alternative to such legal rights and remedies aforesaid. For the sake of brevity, both the Parties agree
that this Integrity Pact will have precedence over the Tender /Contact documents with regard any of the
provisions covered under this Integrity Pact.
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IN WITNESS WHERE OF the parties have signed and executed this Integrity Pact at the place and date first
above mentioned in the presence of following witnesses:

(For and on behalf of Principal/owner)

(For and on behalf of Bidder/Contractor)

WITNESSES:

(Signature, Name & address)

(Signature, Name & address)

Place:

Date:
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Section XXII

Instruction of Ministry of Shipping & Transport, New Delhi, India

1. DETAILS OF SHIPPING ARRANGEMENT FOR LINER CARGOES IN RESPECT OF C &
F/ICIF/TURNKEY/F.O.R CONTRACTS FOR IMPORTS

(a) SHIPMENT FROM PORTS OF U.K INCLUDING NORTHERN IRELAND (ALSO EIRE), FROM THE
NORTH CONTINENT OF EUROPE (GERMANY, HOLLAND, BELGIUM, FRANCE, NORWAY, SWEDEN,
DENMARK, FINLAND AND PORTS ON THE CONTINENTAL SEABOARD OF MEDITERRANIAN (I.E.
FRENCH WESTERN ITALIAN PORTS), TO PORTS IN INDIA.

The Seller should arrange shipment of the goods by vessels belonging to the member lines of the India-
Pakistan-Bangladesh Conference. If the Seller finds that the space on the ,Conference Lines" vessels is not
available for any specific shipment, he should take up with India-Pakistan-Bangladesh Conference. Conferity
House, East Grinstead, Sussex (UK), for providing shipping space and also inform the Shipping Co-ordination
Officer, Ministry of Surface Transport, New Delhi, (Cable: TRANSCHART, NEW DELHI, Telex: VAHAN IN —
031 - 61157, 61158, 61159) The Seller should arrange shipment through the Government of India“s
Forwarding Agents, M/s Schenker & Co., 2000-Hamburg (Cable: SCHENKER CO., HAMBURG) OR obtain a
certificate from them to the effect that shipment has been arranged in accordance with instructions of the
Ministry of Surface Transport, (TRANSCHART), New Delhi.

(b) SHIPMENT FORM PORTS OF U.K. INCLUDING NORTHERN Goods under this contract would be
shipped by the national shipping companies of the Contracting Parties operating bilateral shipping service and
vessels under the flag of third countries in accordance with the Agreement between the Government of
German Democratic Republic and the Government of the Republic of India in the Field of Merchant Shipping
signed on 9.1.1979, as amended up-to-date.

(c) ISHIPMENT FROM ADRIATIC PORTS OF EASTERN ITALY AND YUGOSLAVIA The seller should
arrange shipment of the goods by vessels belonging to the following Indian member lines;

1. The Shipping Purchaser of India Ltd.
2. The Scindia Steam Navigation Co., Ltd
3. India Steamship Co., Ltd

For the purpose of ascertaining the availability of suitable Indian vessels and granting dispensation in the
event of their non-availability, the Seller should give adequate notice about the readiness of each
consignment from time to time at least six weeks in advance of the required position to M/s Schenker & Co.
2000 HAMBURG (Cable: SCHENKER CO., HAMBURG) and also endorse a copy thereof to the Shipping Co-
ordination Officer, Ministry of Surface Transport, New Delhi, (Cable: TRANSCHART, NEW DELHI, Telex:
VAHAN IN — 031 - 61157, 61158, 61159)

The seller should arrange shipment through the Government of India"s Forwarding Agents M/s Schenker &
Co. 2000 HAMBURG (Cable: SCHENKER CO., HAMBURG) or obtain certificate from them to the effect that
shipment has been arranged in accordance with the instructions of the Ministry of Surface Transport,
(TRANSCHART), New Delhi.

(d) SHIPMENT FROM POLAND & CZECHOSLOVAKIA
(i) IMPORTS FROM POLAND

Shipment under this contract would be made by the National flag lines of the two parties and vessels of the
third flag conference lines, in accordance with the agreement between the Govt. of the Republic of India and
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the Govt. of the Polish People®s Republic regarding Shipping Co-operation dated 27.6.1960 as amended up-
to-date.

(i) IMPORTS FROM CZECHOSLOVAKIA

Goods under this contract would be signed by the National flag lines of the two parties and vessels of the third
flag conference lines, in accordance with the Agreement Co-operation in shipping between India and
Czechoslovakia signed on 3.11.1978 and ratified on 19.12.1979, as amended up-to-date. Shipping
arrangement should be made by the Sellers in consultation with Resident Representative of the Indian
Shipping Lines in Gdynia, Co., Morska Agencja W. Gdyniul, Pulaskiego 8, P.O. Box 246, Gdynia (Poland) —
Telex : MG PL. 054301, Tel.: 207621, to whom details regarding contract number, nature of cargo , quantity,
port of lading, discharging, name of Government consignee, expected date of readiness of each consignment
etc. should be furnish at least six weeks in advance of the required position, with a copy thereof endorsed to
the Shipping Co-ordination Officer, Ministry of Surface Transport, (Chartering Wing), New Delhi, (Cable:
TRANSCHART, NEW DELHI, Telex: VAHAN IN — 031 - 61157, 61158, 61159)

(e) SHIPMENT FROM U.S.S.R Shipment under this contract should be made in accordance with the
agreement between the Government of the Republic of India and the Government of U.S.S.R on Merchant
Shipping 1976, as amended up-to-date, by vessels of Indo-Soviet shipping Service.

(f) SHIPMENT FROM JAPAN The shipment of goods should be made of India vessels to the maximum
extent possible subject to the minimum of 50%. The Seller should arrange shipment of the goods in
consultation with the Embassy of India in Japan, Tokyo to whom details regarding contract number, nature of
cargo, quantity, port of loading/discharge, name of Govt. consignee, expected date of readiness of each
consignment etc. should be furnished at least six weeks in advance of the required position. Note: The copies
of such contracts are to be endorsed both to the Attached (commercial) embassy of India in Japan, Tokyo,
and the shipping Co-ordination Officer, Ministry of Surface Transport, New Delhi.

(g9) SHIPMENT FROM AUSTRALIA, ALGERIA, BULGARIA, ROMANIA, EGYPT HLL Biotech Limited

The Seller shall arrange shipment of the goods by Indian flag vessels to the maximum extent possible subject
to a minimum of 50 %. For the purpose of ascertaining the availability of suitable Indian vessels, the seller
shall give adequate notice of not less than six weeks about the readiness of each consignment to the
Shipping Purchaser of India Ltd., SHIPPING HOUSE, 245, Madame Cama Road, Bombay — 400 021
(CABLE: SHIPINDIA BOMBAY) and also endorse a copy thereof to the Shipping Co-ordination Officer,
Ministry of Surface Transport, New Delhi, (Cable: TRANSCHART, NEW DELHI, Telex: VAHAN IN — 031 —
61157, 61158, 61159)

(h) SHIPMENT FROM PAKISTAN The shipment of cargoes should be made by Indian vessels to the
maximum extent possible subject to a minimum of 50 %. Shipment arrangement should be made by the
sellers in consultation with M/s Mogul Line Ltd., 16-Bank Street, Fort, Bombay — 400023 (Cable: MOGUL
BOMBAY: Telex: 011 — 4049 MOGUL), to whom, details regarding contract number, nature of cargo, quantity,
port of lading discharging, name of government consignee, expected date of readiness of each consignment
etc. should be furnish at least six weeks in advance of the required position, with a copy thereof endorsed to
the Shipping Co-ordination Officer, Ministry of Surface Transport, New Delhi, (Cable: TRANSCHART, NEW
DELHI, Telex: VAHAN IN — 031 — 61157, 61158, 61159)

(i) SHIPMENT FROM U.S ATLANTIC & GULF PORTS The Seller should arrange shipment of the goods
by vessels belonging to the member lines of the India — Pakistan — Bangladesh — Ceylon and Burma Outward
Freight Conference. If the Seller finds that the space of the ,Conference Lines" vessels is not available for any
specific shipment he should take up with India — Pakistan- Bangladesh — Ceylon and Burma Outward Freight
Conference, 19, Rector Street, New York, N.Y. 10006 USA, for providing shipping space and also inform the
Shipping Co-ordination Officer, Ministry of Surface Transport, New Delhi, (Cable: TRANSCHART, NEW
DELHI, Telex: VAHAN IN — 031 - 61157, 61158, 61159)
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(i) SHIPMENT FROM ST. LAWRENCE AN EASTERN CANADIAN PORTS The Seller should arrange
shipment of the goods by vessels belonging to the following shipping lines;

1. The shipping Purchaser of India Ltd.
2. The Scindia Steam Navigation Co., Ltd

If the Seller finds that the space in the vessels of these Lines is not available for any particular consignments,

he should inform the Shipping Co-ordination Officer, Ministry of Surface Transport, New Delhi, (Cable:
TRANSCHART, NEW DELHI, Telex: VAHAN IN — 031 — 61157, 61158, 61159) immediately so that
dispensation from the shipping lines concerned to use alternative lifting may be sought.

(i) SHIPMENT FROM WEST COAST PORTS OF U.S. CANADA AND OTHER AREAS NOT
SPECIFICALLY MENTIONED ABOVE

The Seller should arrange shipment of the goods by Indian vessels to the maximum extent possible subject to
a minimum of 50 %. For the purpose of ascertaining the availability of suitable Indian vessels and granting
dispensation in the event of their non-availability, the Seller should furnish the details regarding contract
number, nature of cargo, quantity, port of lading, discharging, name of government consignee, expected date
of readiness of each consignment etc. to the Shipping Co-ordination Officer, Ministry of Surface Transport,
New Delhi, (Cable: TRANSCHART, NEW DELHI, Telex: VAHAN IN — 031 — 61157, 61158, 61159) at least six
weeks in advance of the required position.

2. BILLS OF LADING:
(i) C.I.LF./C&F/TURNKEY SHIPMENTS

The Bills of lading should be drawn to indicate Shipper and ,Consignee" as under: SHIPPER: The C.I.F
(C&F)/ITURNKEY SUPPLIERS concerned. CONSIGNEE: As per consignee®s particulars in the contract (The
name an address of the ,Port Consignee” and ,Ultimate" both should be indicated).

(i) F.O.R SHIPMENTS

The Bills of lading should be drawn to indicate shipper Consignee as under: SHIPPER: The F.O.R suppliers
Concerned CONSIGNEE: Suppliers Indian Agent on order

Note:

1. Moreover the name of the ,Purchaser and ,Ultimate” Consignee should appear in the body of the Bills of
Lading as the ,Notify" or as a remark.

2. Two non-negotiable copies of the Bills of Lading indicating the freight amount and discount, if any allowed,
should be forwarded to The Shipping Co-ordination Officer, Ministry of surface Transport (Chartering Wing),
New Delhi after the shipment of each consignment is effected.

3. The seller should avoid the use of over-aged vessels for the shipment of the goods under the contract and
if so used the cost of additional. Insurance, if any, shall be borne by the seller.
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Section XXl
SCHEDULE OF FISCAL ASPECTS
Sr. No. Particulars Description
26.12.2017 (For Sch | to X)
27.12.2017 (For Sch Xl to X)
1. Submission of completed Tender 28.12.2017 (For Sch XXI to XXX)
29.12.2017 (For Sch XXXI to XLIl) @ 11:00 Hrs
26.12.2017 (For Sch | to X)
. - 27.12.2017 (For Sch Xl to X)
2. Opening of Techno-Commercial Bid 28.12.2017 (For Sch XXI to XXX)
29.12.2017 (For Sch XXXI to XLII) @ 11:30 Hrs
3. Delivery 3 (Three) months from date of issue of Purchase Order
4. Ins_talla_ttion, commissioning and 1 (One) month from the delivery of the equipment at site.
validation
10% of the contract value against Bank Guarantee equivalent to 110% of
the advance amount and submission of Security Deposit/ Performance
5. Advance Security of 5% of contract value from a Scheduled Commercial Bank. In
case of Foreign tenderer, the bank guarantee shall be routed through a
Scheduled Commercial Bank in India.
6. Payment terms As mentioned in GCC: Clause. 21
- 0.5% per week inclusive of Sundays & Holidays
£ Liquidated damages/per week upto a maximum of 5% of Contract Value
8. Warranty Period 12 (Twelve) months from the date of Completion.
9. Earnest Money Deposit As per Section-1(NIT)
10. Refund of Earnest Money Deposit to On award of contract to successful bidder
unsuccessful bidders
11. Insurance Under Vendor’s scope
12. B.G/ DD to be in favor of HLL Biotech Ltd., Chennai
The Chief Executive Officer
HLL Biotech Limited,
I ies / . b Ticel Biopark Campus (Module no. 013-015),
13. Addquerleg communication to be CSIR Road, Taramani,
addressed to Chennai- 600 113
Email:, ramanr@hllbiotech.com, sureshs@hllbiotech.com
Contact No: 044 22544956/949/972 , Fax — 044 22540101
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Sr. No.

Particulars

Description

14.

Pre-bid Meeting

04.12.2017 (For Sch | to X)
05.12.2017 (For Sch XI to XX)
06.12.2017 (For Sch XXI to XXX)

Venue:

HLL Biotech Limited,
Integrated Vaccine Complex,
SF 192-195, Tirumani Village
Chengalpattu -600 301

07.12.2017 (For Sch XXXI to XXIX) @ 11:00 Hrs

(Contractor)

(Employer)
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Equipment Specification Data Sheet Equipment Name: Vortex mixer

Document No.: DS-VOM 02 Revision: 00

T — Project Name: Integrated Vaccrr;segggrg;t

B1 HiB B1-VOM 02-03 . 2
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Document No.|DS-VOM 02

Revision No.{00

,;% e
e

i .~:'.':v _@;ﬁ.’? >

B1-

n n e"b Equiprment Name{Vortex Mixer f{!ﬁl RO

3.2 |Type table top

3.3 |Speed range 10010 3200 rpm

34 Operating 4°CtoB5°C
temperature

3.5 |Operating modes [yes

3.6 |Touch mode yes
3.7 |Continious mode |yes

External _ _
3.8 |Dimension vendor to specify

(WxHxD) mm,

3.9 Type of movement {Shaking / vortexing

_ Power o ) .

3.10 Requirement To be compatible to standard Indian Power supply
., |Permissible . .

311 shaking weight vendor o specify

3.12 |Quantity 2 Nos.

Variable speed control allows slow speed shak

%

Eas

ain body

e

R e e

compatible for cleaning-with

5,
% *
6.1 |Automatic press start, continuous run or touch activated run modes.

6.2 miixing flasks or multipie tubes simultaneously.

Easy switch with optional heads 1o hold variety of test tubes.. Rubber single cup tube holder and foam pad for

6.3 |Equipment should have cold foom / incubators compatibility and spill proof electronic use.

6.4 |Shouid be stable at high speéds

8.5 {Heavy duty cast metal base with rubber feet assures stability and elimiriates creep during operation.

6.8 Training / Demo for the users on operation and cleaning shall be considered
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INTEGRATED VACCINES COMPLEX, CH
n n e.a Equipment Name|Vortex Mixer V.7 ——

Document No.]DS-VOM 02

R -(‘?gé._‘_
-.!é‘\‘ __a. .

ect pe

8.1 [Appropriate closure of alf parts.

8.2 |Proper earthing is necessary,

" _ t _th ese, pect
package in hard copy as well as editable electronic file:
8.1 [10Q Documerit

Qperation and maintenance manuals shali be provided along with I and ©OQ doc’uments.during installation at
site

9.3 [Warranty letter for 1 year from the date of supply,

9.2

9.4 |List of standard spare parts with ordering information,

Calibration certificate of critical instruments with respect to the traceable national reference standard instrument

95 |31id their calibration procedure.

10.1 [Not Applicable

[ B i

11.1 |IKA, VELP Scientifica; Thermo, Spinix

NOTE: Accurate size and technical specification need to be mentioned by the vendor

Polysaccharide:
Purification

Not applicable
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Equipment Name:Table Top
Cooling Centrifuge

Equipment Specification Data Sheet

Document No.: DS-TCC 02 Revision: 00
. Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

B1-TCC 02

Mr. Krishna Amrutam |Manager- Formulation, Fill & Finish

User department:
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Project / Engﬁneering .
department _ . 6 - 0b. 201D
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INTEGRATED VACCINES COMPLEX CHENGALPATTU

Equipment Name|Table Top Cooling Centrifuge

Deocument No.|DS-TCC 02

Rews:on No

cGMP madel

3.2 |Type Table top cooling centrifuge

3.3 |Temperature range: |10 °C 0. 40.°C

3.4 |Temperature contral |22 °C

3.5 gfr?égﬁétion Vendor to s_pe‘cifjf

3.6 [Speedrange Maximum speed 15,000 RPM (in 10°RPM increments)

3.7 [Rotor included Yes

3.8 [Rotor capacity 48 positions for 1,5 ml /2.0 ml with lid and & positions for 50 mltubes including rotor lid,
3.9 |Rotor fixed Angle rotor

3.10. |Quantity 1 No.

3.11 |Power Requirement  |To be compatible with standard Indian power supply socket.
-3.12 |Acturacy # 10 rpm.

3.13 | Control system Microprocessor based with digital control

_3‘1.4. External Dimensions, Vendor fo specify.

(WxHxD)

Vendar to-specify. The MOC of the cuter body shouid bie corrosion resistant and stain resistant

Seamless splash proof key pad with charactenshc symbofs should be prowded for easy operatton

Vendor {0 confirm

Audible and optical alarms to indicate the end of operation and to indicate other abnormality conditions

Rotor imbalance alarm shouild be given

Warning measures for high. and low temperature control.

Hinged type top cover should be provided, that can be operated using single hand

Electronic monitoring, to display the cause in case of any fault

Cooling mechanism should be.provided to maintain the uniform temperature throughout the Operation.

The instrument should be designed for. explosion-proof
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU,

n n eG* Equipment Name|Table Top Cooling Ce‘nt‘rifuge
' ' Document No.|DS-TCC 02

FBL ramEmams

Revision No.(00

The cleaning shail be able to be done manually

On power failure the instrument should run under-alternate power supply without interruption of the operation.

Low access hmght for easy Inadlng and unloading Df samples should be prowded

LCD shall dlsplay the actual parameters: speed time relatwe centnfugal force

6.2 |View ports for independent speed 'veriﬁcation

8.3 _ E_ruShless motor-maintenance free

6.4 |Rubber sliction feet for stability

6.5 [Timer: Upto 9 hours; 1 min fo. 88 minutes with continuous mode, short spin

6.6 Automatic rotor recognition to sense rotortype to set maximum allowable speed and with 'speed limitation for maxirmum
safety.

6.7 |Fasttemperature function for fast pre-cooling.

6.8 |Centrifuge lid with soft touch lid closer,

6.9 ' Standby cooling function holds temperature when centrifuge is not in use.

6.1 [Suitable adapters shall be provided for different rotors..

6.11 |Equipment shal! be compatible for cleaning with all standard disinfectant.

6.12

Trazmnngemo for users on operat;on and cleaning to be. prowded

Alwa_)ks foilow.appropriate Iab'oratorﬁy p'racticés' when using this equ_ipment.

Appropriate closure of all paris.

On power failure equipment should come i fail safe condition and must.-retaih the data.

Lid should not be possible to be opened while spinning .

Nmse level should not be more than 60 decibels at the dtstance of ’lm from the eqmpment

Followmg documents but not limited to these are expected from the vendor as part of the supply package in
hard copy as well as editable electronic file.

10Q Protocol.

Warranty Letter for 1 year from the date of supply.

Operation-and maintenance manuals shall be provided,
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU
n n e'.GF Equipment Name [Table Top Cooling Centrifuge
' ' Document No.|DS-TCC 02

Revision No.[00

] A
I‘:" L ERCTECH LaaTSE

s o 1 & 1]

et

their calibration procédure..

Calibration certificates of critical instriiments with respect'to the traceable national reference standard instrument and

10.6 [All equipment warranty should be valid for one year from the date of completion.

10.7 {Vendor should provide list of standard. spare paris with ordering information.

10.8 |Vendor should provide-ist of change parts (if applicable) with ordering information

e - e T e ™ e TR
,-.- e “FR‘% S R A »'..}:,. e

i
S

1.1 | Therro fisher,eppendorf, Rota

NOTE: Accurate size and techinical specification need to be mentioned by the vendor.

o

e
.«‘?j.g R

Sy %{«a{a&,‘?% -

Sandeep Kumar
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Equipment Specification Data Sheet Equipment Name: Deep Freezer
Document No.: DS-DPF 02 Revision: 00|
Project No.: 120310 Project Name: Integrated Vaccines Complex, Chengalpattu

F4 BCG F4-DPF 02
wa WARE HOUSE W1-DPF 02,03,04 ¢ 250 Aol
R MEASLES R1-DPF 02 250 1
B1 HiB B1-DPF 02,03,04 460 3
QiF Mycoplasma Lab Q1iF-DPF 02 250 1
B1 Hep-B B1-DPF 02 250 1
Fa BCG F4-DPF 02 250 1
R |MEASLES R1-DPF 02-07 250 6
B1 HiB B1-DPF 03 400 1
F1 VVF-MR F1-DPF 02-03 250 2

=2 i
e e N N 90 > S T

g Jeromorpres LI s | pgs o]

Manager- Formulation, Fill & Finish

Usepddgartment:

BCA-Bul{) MM‘; AM Og-0b-20)7)

User departrﬁent: :

Ware house 'DM 05-06- 20‘_')[7
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U it >

Mab— Y TRV U DO 2\ 05 0b. 301)

u £ , 1

Cuaby GO o D ook pudes 05706201
Py e

i e R N Ty

Project / Engineeri JE )

de‘;l:ri:l:enlrgul\:efgﬁi NU . ﬂ M, "S - 000k 3o1)

Y

File name: NPI-120310-EQP-DS-DPF-02 Page 1/8



nne

ek
FIBL woecioaro
e
ot st

Equipment Specification Data Sheet

Document No.: DS-DPF 02

Equipment Name: Deep Freezer

Revision: 00

Project No.: 120310

Head of the department
Rellesiasoine il
Preduetion MBR ¢ —

Project Name: Integrated Vaccines Complex, Chengalpattu

M-

Head of the department
Animal-Heuse 2,0 oy g

PV

Head me department

R Firgeh R8O

AT 0881 d-

Head of the department

21-06-201)

Viral Vacgine Fprmulatiol

LY (e v

Head of-the department
a{igg‘ﬁ

Project Authority

STebb-d0
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Equipment Name Deep Freezer- Low Temperature

Document No.. DS-DPF 02

Revision No.

22 |W1-DPF 02-04 250 Vertical
23 R1-DPF 02 250 Verticai
Harizontal
3z [Operating -20°C
Temperature
33 External dimerision Vendor to.spectfy based on the above mentiened capacities
’ (W X D X H mm) PR ' tiened capacities.
Internaj dimension . . _ . -
34 |ow X DX 8 e Vendor to specify based on the above mentioned capacities.
35 Shelves (WX D Removable shelves, no.of shelves vendor to specify based on capacity { minimum 3-5 nos to be provided)
' mm) Shelves not applicable indase of horizenital deep freezer
g Height between the - o e
38 shelves (mm) Vendor fo specify based on the above mentioned capacities,
37 [Cuter Door type Single deor
38 C-_ompre‘ssbr type Ferrrelic compressor shall bé provided
38  [Refrigerant CFG free {non fiammable)
_ Temperature
310 precision (setfing  [¥0.5°C
resolution)
3441 Ter’npe’rature £0.4°C
resolution
312 |Temperature control 2016-30 °C
range
3.13  |Control & Display  |Touch key pad with LED dispay mounted in the door or top of the door
3.14 T_emp'_er!aure ‘Microprocessor controlled
Regulation !
345 |lemperature +2°C-across the inlernal chamber
uniformity : o
3.16  [validation Port Ports for inserting probes for temperaturé mapping to be provided
347 [Baterybackupfor oo o ovided
panel :
318 ) Set point security  |To'be provided
318 iChart Recorder Tobe provided
320 |Aircirculation Positive Farced Air ciréulation
321 |Total quantity ;m:g‘; Fros

File name: NPI-120310-EQP-DS-DPF-01

9BV

Page 38




INTEGRATED VACCINES CDMPLEX CHENGALPATTU
£ Equipment Name Deep Freezer- Low Temperature
nne _ HBL v
' Document No. DS-DFF 02 RS
Revision No. ao
3.22

power reqmed (KW} Tobe compattble fo standard:Indian powar supply sockets

[nterior 85 304

4';1
4.2 Shelves Adjustable shelf, $5°304
43 [Body Construction |Exterior cGMP compliant
) 165 304 door for each shelf { not-applicable for

44 ner Door horizontal deep freezer)
4.5 External Door cGMP-compliant
a5 Gaskels, seals, o-  [Gasket material - Silicon , _ _

) fings Seals O- rings.- Foad grade Non'taxic cGMP Material
47 Insulation Poly_urelhahe Foam (PUF}

The design of the equtpmenl shall facilitate efF iciency and easy cleaning

All welds shall be ground finigh

5.2 |Autodefrost to be provided

53 The eguipment shall be compaii_bie for cleaning with all standard disinfectants.

5.4  |Freezer shall be fittéd with lockable caster wheels for easy transportation

55  |The contiol shall be microprocessor based with digital display cum controller.

56 Key lock for Parameter-change Protection to:be providé’d

57  [Temperature fo be recorded, menitored and displayed. Temperature probe installéd in freezer,

5.8 Interface porl RS 232/ RS-485 to transfer datd {0.be provided.

58 |internal clock to be maintained to retrieve data at sefpoint interval i.e.; 24 hrs,
510 |Positive:air circulation. by interdal fans must:be provided to:ensure temperature unifermity and Tecovery.
511 |Audio Visual Alarms for parameters like high temperature, low temperature,door opening shall ba provided.
512 |Door'lock should be ergonamic,easy {6 clean and'_compiéte]y moulded

513  |Self closing door (Automatic) shall be provided.

514 |Temperature mapping dufing installation is Tequired.

515 |Single compresser shall be provided,

516 |Temperature sengor PT 100/ Thermistor-should be-provided,

517

Eqmpment shall be compailbte for cleamng with all standard dlsmfectants

Following fagilites - must be provided to protect personnel and equipment:
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

n n e'K Equipment Name Deep Freéezer- Low Temperature
o Document No. DS-DFF 02,
Revision No, 00

/g fBl ALRSTER AT
HLLnaTER 1T
el

8.1 Emergency stop function on accessible area.

8.2 Noise tével Should not be maore than 60 decibels.

83  |Proper earthing should be provided.

84  |Mo sharp edges/Corners, erevices, in the equipment.

85  |Approprite closure-of all parts
= : 2 :9,-\.,, e panpos

R A s S
Following documents,
well as editable electronic file.

’5’%&

fromt

9.1 100 documients.

02 |Operation and maintenance manuals shall be provided alorig with 10Q doctiments during installation at site.

9.3 |Warrahty letter for 1 year fram the date of supply.

Calibration certificate of critical instrument with respect t the traceable national reference starnidard instrument and their
calibration procedure;

FAGO28 4000X4000
W1-DPF 02 WARE HOUSE NA NA NA NA
W1-DPF 03 WARE HOUSE NA NA NA NA.
W1-DPF 04 WARE HOUSE NA NA NA NA
R1-DPF 02 MEASLES Media Preparation R1G042 5400X8095 2700
B1-DPF 02-04 HiB Deep Freezer Room BiG134 3501 x 3550, 2400

Not Applicable:

File name: NPJ-120310-EQR-DS-DPF.01

Page 5/8



INTEGRATED VACCINES COMPLEX, CHENGALPATTU
Deep Freezer- Ultra Low.

n n feah Equipment Name Temperature 1{}'5[ ——

Document No, DS-DPF 02b

Revision No. 00

2.4 |Q1F-BPF p2 250

22 |Bi-DPF 02 250
23 |Fa-DPF 02 250
2.4 |R{-DPF 02-07 250
2.5 |B1-DPF 03 400

.;m:,_
cGMP ¢

3.2 |Qperating Tempsrature |- 80°C

External dimension

3.3 (W X D X Hmm) Vendor to specify based on the above mentioned capacitiés.
Internal dimension _ . R T,
. 3.4 (W X D X H'mrn) Vendor to-spacify based on thg above menfloned capacities,
/35 _|Shelves (WX Dmm) [T novenie seves, TIOOT STEIVES VEnuor Yo SPecy DEsed on Capaciy {35 oS 10 08
_ Height between the . et i e e e
36 shelves (mm) Vendor {0 specify based on the-above méntioned capacities.
3.7 {Outer Door type Single door
3.8 |Refrigerant CFC free, R4D4A
3.9 Temperature precision +03°C

{sefting resolution)
3,10 [Temperature resciufion |+:0,1 °C

3.1 [Control & Display Touch key pad with LED display flushed on the daor
= TEfparEne — — —
1 3.12 Renulatinn Microprocessor controlled
3.13 [Temperature uniformity |2 3°C
3.14 |Validation Port Ports for inserting probes for temperature mapping to be provided
. 3.15 ”am“P tor To he provided
X nanal :
3.16 |Setpoint security To be provided
3.17 |Chant Recordar To.be provided
/3,16 [Air circulation Natural Circulation
319 |Total quantity 12 Nos.
3.20 |power re_quf'rement To be compatibie to standard Indfan power supply sockets

File name: NPJ-120310-EQP-DS-DPF-01 Page 6/8.



INTEGRATED VACCINES COMPLEX, CHENGALPATTU

: : . Deep Freezer- Ultra Low

® . - ~—
nne auipment Name Temperature HBL scie
Document No. DS-DPF 02h T
Revision No.. 00

AR

Interior
4.2 Shelves |Adjustable shelf, S8 304
4.3 [Body Construction Exterior cGMP campiiarit
4.4 Inner Door S8 304 door for each shelf
45 External Door cGMP compliant
46 |Gaskets, seals, o-rings .S:a?:?;:n?:g:??ood Grade/ nontoxic material
4.7 |Insulatior’ -GFC Free,Vacoum Insulation

52 |Auto defrosttc be provided

5.3 |The equipmentshall be compatible for cleaning with all standard disinfectants.

5,4 |Freezer shail be fitted with lockable castér wheels for easy franspertafion

5.5 [The contrél shall be microprocessor based with digital display cum:co‘n_t‘rc‘:ﬂer.-{S_MSfalert at the time of deviation temperature )
56 (Keylock for Parameter change Protection fo be provided

5.7 |Tempersture to be recorded; monitored and displayed. Temperature prob_e_ins_tal[ed'in freezer .

58 |Interface port RS 2320 transfer.data to be provided .

5.9 |Internal clock to be maintained to retrieve data at setpoint interval i.e,; 24 hrs .

5.10 |Positive air circulalion by internal fans must be provided to-ensure temperature uniformity and recovery.
5.11 |Audio Visual Alarms.for parameters like high temperature, low temperature shall be provided.

5,12 |Door lock should be ergonomic,easy to clean and operate,moulded type

5.13

Selfclosing door (Automatic) shall be provided,

o x‘

TR Ip TR
i :

Following facilities must be provided to protect personnel and equipment:

8.1

Appropriate closure of all parts

8.2

Emergency stop function on accessible arga,

File name: NPI-120310-EQP-DS-DPF-01 Page 7/8




INFEGRATED VACCINES COMPLEX, CHENGALPATTU
Deep Freezer- Ultra Low

n- n es Equipment Name Temperature f}j’ T

Document No. DS-DPF 02b
Revision No, 11}

8.3 |Noise level Should not be more than 60 decibels:

8.4 |Proper earthing should be provided,

8.5 |Mosharp edg_es!(:orners, crevices, in the equipment.
S e B
Following documents,but not limited to these, are expected from the
well s editable electronic-file.

.

ad copy as

9.1 [I0G documents.

8.2 |Operation and mainténance manuals shall be provided along with I0Q documerits during installation at site.

9.3 [Warranty letter for 1 yearfrom the date. of supply.

Calibration certificate of eritical instrument with respect fo the fraceable naticnai reference standard instrument and their
calibration procedure:
9.5 [List of standard spare parts with. ordering information..

Panasoriic.JeiaTech,Arctiko, Thermo scientific, Newtranics.

NOTE: Accurate size and technical specification need to be rnent‘;bn_ed by the vendor

L L ; SR TR T R oS .: T

Q1F-DPF 02 . Mycoplasma P’ositive cuiture Q1F018

B1-DPF 02 Mbb-Hep B Seed Iab 81G006 23m2 2700

FA-DPF 02 BCG. SEED FAGO28 B800X2550° 2700

R1-DPF 03-04 R1G014 Dee%?;;feze’ RIGO14 | 4450X5900 2700

R41-DPF 05-07 MR Dee;poz:ﬁ_e-zer R1G021 4075X5900 2700

B1:DBF 03 MBB-Hib Seedlab BiG109 18m2 3000
|F1-DPF g2-03. VVF MR Dep Freezer F1G052 6175X4075 3000
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Equipment Specification Data Sheet

Equipment Name: Hot Air Oven

Document No.: DS-HAQ 02 Revision: 00
N Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

R1 Measles R1-HAO 02 500 1
F1 VVF-Measles F1-HAO 02 500 1
Wi Ware House W-HAO 02 200 1
QiF Mycoplasma Q1F-HAO 02 500 1

£y
Mr. Krishna Amrutam  |Manager- Formulation, Fill & Finish “ b))

User department:

N2-0b-3074

MR Kuldip Mine  A™M P 069k o)

User depariment: i

W Kidd ) p Mape B Jéz_‘ﬁ/ 0b-0b-22\)
r depariment:

ﬁé useQuyieTi 9.2 T @/ B6 - 06 -2

ity ol . DM T ARtk | |66 06 2

il I8 ‘ 8D g 507

Head of the Jy .

d::arl;;n?: MM%M D vP / 21-9b-ae7\

Head of the 1. "

Rl ol I ovovaed
d pf the { il 5 -

dﬁfg ; flemd ~bacdrsl | o v.GulnBpedyy 06730

Wareboudelowl Vo Ceanery < &

Headofthe 5 8

B R 22-0039)
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INTEGRATED VAGGINES COMPLEX,;
CHENGALPATTU

n n e” Equipment Name | Hot Air Oven ﬁ}gl et s

Document No. |DS-HAO 02

Rewsmn No.. 00

1 R'I HAO 02
2.2 |F1-HAO 02
Q1 F- HAO 02

3.2 {Type {Table Top/Floor Mounted
3.3 [Quantity 3 nos.
34 |TEMPETALIE | A ient +5 to 300 °C
Range
3.5 |Accuracy +2°C
35 Centrot and Timer Digital temperature setting with an accuracy of one degree,
"~ |Display DS control with integrated timer 0 to 99.59 hrs.
Fower

3.7 Reu:rement To be compahb!e with standard Indian power spply sockets:

SS 304/MS Epoxy powder coated relnforced by deep drawn r|bb|ng with |ntegrated
4,1 |Quter Body and protected large area heating on four side-exterior body alloy 304, rust - resistant:
and easy to clean.

42  |Inner Body Easy to clean interior,made of stainless steel 55318L.

4.3 |Trays 86 316L Perforated 3-or more adjueteble

' The gap between mner& outer walfs of chamber should be fltted with hlgh grade polyurathane foam
(PUF), to ensure maximum therma! efficiency.

5.2 |Heating elements should be made of high grade chrome plated nicrome wire, -
Function set point/process delay function - process time should not start until the sef tempsrature is

53 reached.

54 Ventilation forced air circulation by-quite air turbine,adjustable in 10% increments, vent connection with-
" jrestrictor flap.

55 Sensors 2 PT 100 sensors Class A in 4 wire circult,mutually monitoring the. performance at'the same

temperature value.
5.6 jAll the control switches & pilot lamps must be fitted on the front panel.

Display resolution of dispiay set point values-0.1 °C upto 99.9 °C, 0:5 °C from 100 °_C_and for actual
5.7 |values 0.1 °C (LED) solid state relays for low noise operation.Warm up timing to reach 150 °Gin
40-50 min,

5.8 [Alarm Audio/Visual alarm for set temperature devation,door open and other parareter-devation:

File name: NPI-120310-EQP-DS-HAO-01 Page 2/4
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INTEGRATED VACCINES COMPLEX,
CHENGALPATTU

n n e’ Equipment Name | Hot Air Oven /fBl e
Document No. |DS-HAO 02

Revision No. 00

Over Temperature protection additionally integrated over and under-temperature monitor,automatically
5.9 [following the set point valve at a preset tolerance range:alarm in case of over or under
temperaure, heating is switched off in case of over temperature.

5.1 |Three or more adjustable perforated stainless steel racks must be provided.

Control Adaptive multifunctional digital PID - Microprocessor controller with 2 high - definition TFT-
5.11 |colour display,self diagnostics for fault analysis parameters adjustable and control temperature(Celsius
or Fahrenheit), fan speed, air flap position, programmable timer, time zones.

Appropriate floor clearance to be provided with adjustable caster wheels for floor mounted type

.12 equipment for easy cleaning.

5.13 |Equipment shall be compatible for cleaning with all standard disinfectants.

Ventilation port and validation port must be provided.

m Training / Demo for the users on operation and cleaning to be provided.

The equipment shall be as per cGMP standards.Validation services with complete qualification

¥ packages.General compliance services,hardware and system suitablity.

7.2 |CE certification.

Following facilities must be provided to protect personnel and equipment:

8.1 |Appropriate closure of all parts.

8.2 |Proper earthing is necessary.

8.3 CE certification,error detection and display with audio visual alarm system for output signal, voltage
" [|fluctuations, process, temperature devation.

Following documents, but not limited to these, must be provided by the vendor as part of the
supply package in hard copy as well as editable electronic file.
9.1 [10Q documents. & P & dotuminks ¢y

Operation and maintenance manuals shall be provided along with IOQ documents during installation at
site. 78 dowmembs alw Wired gy

9.3 [Warranty letter for 1 year the date of supply.

9.2

9.4 |List of standard spare parts with ordering information.

Calibration certificate of critical instruments with respect to traceable national reference standard
instrument and their procedure.

9.5

Not Applicable

M
“1"&‘- + 15‘ l- ﬁ
I-: L L P, t A.:'E

11.1 |Binder, Memmert, Thermo Scientific, Newtronics.

NOTE: Accurate size and technical specification need to be mentioned by the vendor.
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INTEGRATED VACCINES COMPILEX,
CHENGALPATTU

n n e‘a Equipment Name | Hot Air Oven /{}"5[ s et e

Document No. |DS-HAD 02

Revision No. 00

R1-HAO 02 Measles FumeHood + 4o, nag 4600X3995 (2400
Hot air ovens :

F1-HAQ 02 VVF- Measies | /asharea G1G100 11400%5100  [2700
(Testing) . _

W1 - HAO 02 Warehouse NA NA NA NA

Q1F-HAQ 02 Mycoplasma Lab {Wash area Q1F013 114005100  [2700

o T e S s o % iy ™ T T r
Not applicable
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Equipment Specification Data Sheet

Document No.: DS-PSP 02

Equipment Name: Peristaltic pump

Revision: 00

Project No.: 120310

Project Name: Integrated Vaccines Complex,

B1-PSP 02-09 100 mito 8

Chengalpattu

B1 -
Hep-B 3000ml
1000 ml to
B - & i
1 Hep-B B1-PSP 10-14 10000m| 5
100 ml to
F = -
4 BCG F4-PSP 02-03 3000m! 2
R1 Measles R1-PSP 02-03 100 m:;‘l’ 3000 2
; 10 ml to
B1 £ &
HIiB B1-PSP 15-24 3000mi 10
100 ml to
F1 ¥ F1-
VVF-Measles 1-PSP 02 3000ml 1
Ms. Niharika Ruhela Engineer - Process D%-05-2017
Mr. Yogesha MJ Engineer - Process for @,JM/ 5. Qe 2.9.05-aoY)
Mr. Krishna Amrutam Manager- Formulation, Fill & Finish D205 20Y)

LogT ceRaretTa D

MR Kyt 1 p Mong

D S5-ob-28Y)
u epartment:
owWbu AKX %’ g5 0brao¥]
User department: J
o w/ 0804 Ao\9
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Equipment Specification Data Sheet Equipment Name: Peristaltic pump
Document No.: DS-PSP 02 Revision: 00

. Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

Project / Engineering
department

._’_)_"...p-b 27)

Head of the department R
Bacterial Formulation DG M

Head of the department
Rabies Bulk N ~Np- N#—

Head of the department

S
Qi Contol e (%"T o Qﬂﬁk (S'ﬁo‘"— 086 - 10—
Head of the de ent '
ir IFoRr'mulatig:nm D P D&/ 05 =0b-20))

K v
OQ"OQ"CBD\PF

Head of he department

File name: NPI-120310-EQP-DS-PSP-02 Page 2/6




The peristaltic pump will be used with sterile tubing for aseptic transfer of varicus process fluids such as buffers
and cell culture media in'a cGMP clean room facility.

B1- PSP 02-08

INTEGRATED VACCINES COMPLEX
CHENGALPATTU

Equipment Name |Peristaltic Pump

Document No. DS-PSP 02

Rews;on No.

100 ml to 3000m|

F1-PSP 02

100 mi to-3000m|

8 nos
2.2 |B1-PSP 10-14 1000 mil to 10000ml 5-nos
2.3 |F4-PSP 02-03. 100'ml to 3000m. 2 nos
2.4 |R1-PSP 02-03 100 mi'to 3000 mi 2 ngs
2.5 [B1-PSP 15-24 10 ml to 3000m| 10 nos
26 1-no.

¢GMP compliant

3.2 [Type Portable type, with variable speed

3.3 |Display (RPM) LED

3.4 g’?;ﬁ‘r’afﬁ”'a“°“ 025 %

3.5 (DL‘“;%GS)':’E) o |Vendor to specify

3.6 [Suction axis Horizontal,

3.7 zﬁﬁszgﬁemél} Vendor to specify as per flow rate requirements:

3.8 |Opetating temperature (5 °C~40°C

3.8 |Relative humidity 10-90 %

3.10 | Displacement Positive

3.11 {Rotor Speed 0.1 - 600 rpm

3.12|Pump.head Single, should be compatible with silicon tubing of sizes 3.2 mm 10 8.6 mm
| 3.13 |Operation Continuous and dosing

3.14 |Pressure Range 20-40 psi

3.15|IP rating IP 55/ 1P &6

3.18 |Motor direction Clockwise and counter clock wise

File name: NPI-120310-EQP-DS-PSP-01
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INTEGRATED“VACC!NES COMPLEX
CHENGALPATTU

n n eﬂ' Equipment Name [Peristaltic Pump ;’}Bl b T AT

Document No. DS-PSP 02

Revision No. 00
'3.17 |Shipping Weight Vendor to specify
"3.18 [Quantity 28 Nos

3.19 |Power Requirement To be compatible to standard Indian Power supply Socket

4.4 |Main body ss
4,2 |Rollers, Pump case, Shat, Bracket ss
4.3 [Tube Platinum cured silicon tubang usp Class VI compiiant

| Indlwdua! perls{altzc pump package should mc:iude {not Ilmlted) pump, pump head and 3 meters eachof
required sizes of platinum cured silicone tubing.

The supplied pump. head should accept multiple tubing sizes and operate to deliver the required minimum and
maximum volumes.

Peristaltic pump for continuous operation and pumping of process fiuid along with metering the

volume of fluid.

Micréprocessor ¢ontralled with soft-touch keypad and with easy-to-read ECD Screen along W|th LED light
display to show the mode of the pump.

5.2

5.3

5.4

5.5 |Digital variable speed based pump drives; Stepper motor drive for uniform rpm digital variable speed.

5.6 {Digital speed setfing, reversibie flow, programmable purip,

5.7 [Pump speed should not vary with. power fluctuations,

5.8 [Autocalibration shall be provided for the equiprrient with 1D,

5.9 Equrpment shall be compatlble for- cleanlng wrth all standard dlsmfectants

6.1 Should be certified as water tight.

6.2 [Manual/ analog/ digital RS 232 / 485 conirof required

6._3 Trammg!Demo for the users on operatlon and cleamng to be prowded

Following faciiltes must be prowded to protect personnel and eqmpment

8.1 |Pump head should be covered with the safety enlcosure

File name: NPI-120310-EQP-DS-PSP-01 Page 4/6



CHENGALPATTU

n n e“" Equipment Name |Peristaltic Pump B S
' Document No., DS-PSP 02
Revision No. 00

In event of equipment malfunction or loss of utilities, the unit must contain all necessary protection devices that

8.2 the equipment and the product remain in-a safe condition.

8.3 [Noise level should be iess than 85 db at 4 meter distarice.

8.4 |Appropriate closure of all parts.

8.5 Proper earthmg iz necessary.

Following documents, but not limited to these, are expected from the vendor as. part of the supply
package in the hard copy as well as editable efectronic file

9.1 [lOQ documents

9.2 |Operation and maintenance manual should be provided ajong with 10Q docments during installation at site.

9.3 |Warranty letter for 1 year from the date of suipply.

Calibartion certificate of critical instruments with respect to the traceable national reference standard instrument
and their. cahbratlon procedure

11.1 |Watson Marlow Master Flex, ISMA tec, Lambda

NOTE: Accurate size and technical specification need to be mentioned by the vendor

B1 PSP 02-06 Hep-B Fementation | piang7  |2380 x 4910 2700
Room
B1 PSP 07-00 Hep-B Média Prepn BIGO12 {6090 x-8940 2700
B1 PSP 10-11 Hep-8 Femmentation | pian07 2380 x 4910 2700
Room
B4 PSP 12 Hep-B Continous BIGO10  [2380 x 4810 2700
Centrifuge
Adsorption )
B1 PSP 13-14 Hep-B &Desorption BIG040 2380 x 4910 2700
room
F4 PSP 02 BCG Harvest& | ynoo1 5200 x 6890 2700
Purification : -
F4 PSP 03 BCG Media Prepn F4GO09  |5200 x 6890. 2700
R1 PSP 02 Measlés Celleufire - | 246071 |3800x4500 5700
Measles : :

File name: NPI-120310-EQP-DS-PSP-01 Page 5/6.



INTEGRATED VACCINES COMPLEX,

_CHENGALPATTU
n n e“’ Equipment Name [Peristaltic Pump }(f’gl st
Document No, DS-PSP 02 e
Revision No. 00
op o . Cell culture - _ _
R1 PSP 03 Measles "Rubela R1G093  |4830X3850 2700
B1PSP 1517 HiB Polysacchiaride | gy 135 |00 x 5000 2700
purification
_ Conjugation&P
Bt PSP18-20 HiB urification B1G133  [6000 X 5000 2700
Room
B1 PSP 21-23 HiB Media Prepn B1G118  |6006 X 5000 2700
B1 PSP 24 HiBs Buffer Staging | B1G124 (9218 X 5801 2700
F1-PSP-02 VVF-Maasles Blendingand | L noa  lo408 x 5750 2700
B ' Formulation ' T

New document

9-09-2014.

Niharika Ruhela

Updated as per comments
received from HBL dated 13-05-
2014

07-01-2015

Yogesha i J

02

All

Updated as per comments given
by HBL team during meeting
dated 07-01-2015 at HBL office

06-05-2015

Not applicabie

Niharika Ruhela

Updated-as per comments from
client dated 27-02-2015
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Equipment Specification Data Sheet Equipment Name: Air Sampler
\Documant No.: DS-ASA 02 Revision: 00
Project No.: 120310 Project Name: Integrated Vaccines Complex,
Chengalpattu

R1 Measles R1-ASA 02-03 - 2

Fa BCG F4-ASA 02-04 - 3

B1 |MBB B1-ASA 02-04 - 3

Wi WareHouse W1-ASA 02-03 - 2

Mycoplasma _

QiF b aly Q1F-ASA 02 - 1

Mr. Sandeep Kumar Process Engineer 20 05- 2oV
Mr. Yogesha M J Process Engineer A 158 ~05=26Y)

Manager- Formulation, Fill &

Mr. Krishna Amrutam finish

2) 05200

User d ent:

Measel tdd tp Man A-m 9S - 06297
sl DT o AM
089620 )
i .
Yol %J‘T-&“ Ony : 0§96 3519
User department: 5 @/
Warehouse < y177 (4 < 2] DM D5~ 06-‘?__&1‘7
User departmen ; '
Qualllyecpzntrol ~Lrts it e P AL 05-06 20

Project !gEn ineering department

.9 b2eY)

Head of artment:

Measlestﬁ [é) Wmﬂw .(b{_f f’ .
Mceed —Naclrafacig

Q1-0b-dp)]
06901 )

; ST Viens 2906201
Mo :Eﬁggﬂhad% MV S 25-0620))
Head of the depanmenl _J) ~
Ouallty gqnfﬁf\}w ts H-M?&wq [ (\,‘ : . 08-0b- 2D
t . i é‘r?f'% T

F'rojec[ L Authority
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AlrSampler

Equipment Name:

Project #,120310

R1-ASA ;1-02

.2:2 |F4-ASA 01-03

23 |B1-ASA 07.03

2.4 [W1-ASA 0102

2.5

3.1 cGMP

32 Poriable

--3,3-' Accessories requi_red 58:316 aspirating head, Battery pack.Baftery charger;i_nte_grated port.for data transférand cany casa.
34 |Quantity 11 nos

3.5 |MNoiselevel 50 dBAto 1 meter

3.6 {Remote control Interval sampling delayed starl cain-be followed by infrared remote control
‘3.7 |Sampling program 50-3998 litres

3.8 |Sample voluihe 10000itres

3.9 |Display LCD display with elphanumerical keypad

310 |Battery Chargéable battery

3.11 |Battery Life 5-8 hrs-

3.12 |Aiiflow 100-300 litres/minute

3.13" |sampling time £-10 minites’

3.1 |Weight Not-maré than 3 kg

3.12 |Charger 100-200 V charger

3.13 |Connectors Connectors are protected frony corrosive.gas or liqUid with foiding caps.
3.14 [Dimensions A per user requirement
3.15 |Sampling grid Stainless stee! 3151, Autoclavable
8.16 |Software compliance |21 GFR Part 11 compliange.

3.7

Design.avoids turbulence in unidiractional air flow and re-aspiration of tested air i accordance with 150 specifications,

5.2 [Realtmewith date and calibration reminder

53. |Should have integrated mass flow sensor

54 |Fully comply national and international standards f6r environmental monitoring
55 |LOW running cost & cpealionat fiexibility

5.8 |100% sampling efficiehcy

5.7 [The equiipment shall be-able to-withstand the mechanical shresses,

‘58  |Customisable for différent sample volumas.

The-eguipment sh
B T

The equipment should be gasy 1o use-and clean.

ould be provided with handie to-canry from one place

‘to other. place easily.

T

2 T ;

5

All-bolts,nuts on. the exterior pari.of equipment should be with cap head or cap nut

Fite name: NPI-120310-EQP-DS-ASA-02
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INTEGRATED VACCINES COMPLEX, CHENGALRPATTU

n n e* Equipment Name:|Air Sampler ﬁ‘fﬁ e
: L]

Project #120310

Document #{DS-ASA 02

Following documents, ' expected from the vendor as part of '_th spply-. pa'ckge-I hard copy aswall
as editable elegtronic filé:
8.1 HQICQPQ validation decumentationfonsight activation

9.2 |Operation and maintenance manuals:

8.3 |Calibration certificéite should be.provided

9.4 |One year Warranty letter.

95 |lListof standard spare parls with ordering information,

9.5 |Onsite calibration / olher terms of calibration

e

g@;ﬁg’jw e T T 2 T

R1-ASA 01,02. Miasles. NA A NA | NA
F4-ASA 01,02,03 BOG NA NA NA NA
B1:ASA 010203 MBE: NA, NA NA NA
W1:ASA-01,02 Ware House NA. NA NA NA
QIF-ASA D1 Mycoplasma Lab. NA NA NA NA

T

File name: NPI-120310-EQP-DS-ASA-02" Page 3/3



nne FIBL s

Equipment Name: Apo Trinocular

Equipment Specification Data Sheet Stereo Microscope
Document No.: DS-ATSM 01 Revision: 00
Proiect No.: 120310 Project Name: Integrated Vaccines Complex,

] . Chengalpattu

Mycoplasma Q1F-ATSM-01

M Yogosna s Jengreer-pracsss —[/7GgLol st

Mr. Krishna Amrutam Manager- Formulation, Fill & Finish

gﬁ%’%m‘:” LY Axs ﬁp]‘;—a 07-0b-20oN

Project / Engineering
department

Head of the department: 5
Betretga. n S SGe— |20-ovaer

Head of the department

Project Authority . N
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Equiprient Name|Apo Trinocular Stereo Microscope

Document No.|DS-ATSM o1

Rewslon No 00

32 |Type [Sterec (Trinocutar)
33 Optical Type- Parallel-optics type or Common QObjective system
3.4 [Objective Plan Apo 1X (WD 70 mm or better)
35 |Zoom ratio 104,
386 |Zoom Range 1-8X ar better
3,7 |Working distance Working Bistance 52 mim to 70 mm of better
3.8 [Total Magnification 80 X times with plan Apa
3.9 |Eye piece 10X FOV 22 mm
3.10 ;“d‘;rspt‘;fgﬁw distance 52.- 70 mm or Better
3.11 |Nose Piece Double nose piece
3.12 O'b.s_e_wali'on tube Tiling Tringcular tube (100:0/0:100) with 0 to 30 degree inclination
3.13 |Focusing Assembly Coarse & Fine focusing
314 |Stand ' Transtmited light source with compact siim base for colourless sample and transparent sample
observation
3.15 |Light Source LED.
3.16 |lllumination mode. Both transmitted LED and Episcopic Fibre: dauble arm illuminator
3.17 g;z%? height (From |5 1 or betier
318 Epiflourescent Flouresent attachment with four filter assembly with provision for uniforr ilumination through the
Attachment special lens
3.19 Egli‘f:co;rescent Light Mercury. presented fibre illuminator 120W/130W for 2000 hours or Better light source
3.20 [Camera Type 15 mega pixel GCD camera or better
3.21 |GCarnera spec Vendor to specify
322 [Quantity 1 No

Power reqwred

To be compauble W|th standard Ind|an power supply sockets

52

Minimum magnification of the. microscope should be. 10X replace by 4Xx.

5.3

All external paris of the microscope should be disinfectable.

File name: NPJ-120310-EQP-DS-ATSM-01
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INTEGRATED VACGINES COMPLEX, CHENGALPATTU

n n e8 Equipment Name|Apo Trinocular Stereo Microscope fy’ﬁ[ s e
| Document No.|DS-ATSM 01
Revision No.{00

Nese piece-position should be, reversed, knurled grip for éasy operation, Should feature smoath opération: and with positive

5.4 click stops.
55 |Stage should bie delivering a high leve! of fllid motion control and longevity. Motion must be controlled with a right-hand low-
- pasition coaxial control and it should be driven by a-rack and pinian system.
56 The microscepe should have two 'focusing knobs mountad-together. The-large knob should be for coarse focus
™ |adjustment. The smallér knob should be for fine focus adjustment,
5.7 |Eyeplece eyecup with a low brightness level should be provided in order to suppress light refiection,
5.8 |Provision for Camera.attachment should be provided.
54 |Provision for epi ﬂuorscenc_e-at_tachmant.should be provided.

The instrument riust be poitable,

6.2 Dust cover for nasepiece and dust cover for eyepiece fube should be: pravided to cover the equipment when not in use.
6.3 |Cleaning cloth/ paper should be provided to ciean optical surfaces.

6.4 |Accessories to be provided :Spare Fuses, Spare lamps,Draw tubé, sparé objectives, sub-stage white LED.Lamp if used
6.5

Training /Demo for Users on operationrand cleaning to be provided..

&%«x

dor as

e Sl
package in hard

: i i Al i Ty o R Tt Sl
kiut not limited to these, are expected from the ven part of the supply

copy as well as editable efectronic file.

9.1 |I0Qdocuments.

9.2 |Operation and maintenance manuals shall be provided along with IOQ"docume'nt's-during installation af site.

9.3 [Warranty lettér for 1 year from the date of supply.

0.4 Calibration certificate of critical instrument with respect to the traceable national reference standard instrument and their

|calibration pracedure,

NOTE: Accurate size and technical specification need to be: mentioned by the vendor.
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INTEGRATED VACCINES COMPLEX, CHENGALPATTWU

n n em Equipment NamejApo Trinocular Stereo Microscope-

Document No.}|DS-ATSM 01

= e 4 ”.e '__
: "'s?&& é .

A
xé%»’,‘%ﬁ Bipr | [settion.

. ihey ¢ Section.

i

New diocument:

A

'm&‘xﬁuwﬁ‘%%’ S :

Not applicable
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Equipment Specification Data Sheet Equipment Name: Chiller Water Bath
Document No.: DS-CWB 01 Revision: 00
Project No.: 120310 Project Name: Integrated Vaccines Complex,

Chengalpattu

B1 MBB (Hib) B1-CWB 01 i 1

. Sandeep Kumar Process Engineer | —e o D— 20-05.20
. Yogesha 1 Process Engineer | P (gl> ¢S 1 0pro5-30)

Manager- Formulation, Fill &
Finish

Mr. Krishna Amrutam

User department:
e L oo
Projecthrginieljing department 4 <.} . Fo~c’o-lo\")
ﬁ@?ﬂﬁ%”\ reed ~Ra : Ro-Ll2e P
V' Ma A \/ffccwﬁza
e geperRmpay) A Qth-blo}

Project Authority N A
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“INTEGRATED VAGCINES COMPL:EXv =

CHENGAILPATTU
n n e“ Equipment l.\lame l?hiller Water Bath /;}B —
Project #{120310 :
Document #| DS-CWB 01
11 A c1rculat ch':ller waer bath"ls a Iaboratory mstrument'useduto 1ncubate the'samle at aconstant teperre{low
_ Itemperature) over_a_long penod of time .

34 |Model _c_MP { Cpac and \ffers_i_le}

3.2 {Power supply To be: compatible to standard Indian Power Supply

3.3 Di's.__play High resolution:LCD display-

3.4 Keypad Touc;_hwsen_si'tive LCD panel with GUI icons

35 [fempaerature range -10°C to 100 °C

36 g;:}zgtortemperatUre. 5+3°C

3.7 |Temperature Resolution}0.1 *C

3.8 |Temp. Contiol Accuracy |£ 1°C of set temperature

3.9 {Bath Cover Lift-up bath.c_ovér

3.10 |Refrigeration CFC/HCFC free (cGMP .compliant) and -having.circulating features
3.11 [Reservior volume Minimum 15 Lirs.

3.12 |[Refrigeration CFC/HCFC free'_(cGMP com'bﬁant_)

3.13 |Pump rate Max 10Ltrs/Min & Pump rate should be adjustble
3.14 |Alarm Audible and visible:alarm should indicate whenever there'is a deviation from the set parameter
3.15 |Drain valve Yes

3.16 |Programmability Minimuns 5 programme and should have power failure restart mode.

347 E:tgg";’n“a”g’gﬁnag;” & |pc controliable & USB port (For tranfer of aperating datashistory)

3,18 |Electrical Supply 100 to-240 V, 50 to 60 Hz

349 E:i)’rnensfon. (WXDX Vendor to specify

3.20 |Weight Vendor to specify

3.21 |Quantity 1 No.

3.22. :gzli;::en::lents

File name: NPi-120310-EQP-DS-CWB-01
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INTEGRATED VACCINES COMPLEX,
CHENGALPATTU

- Equipmerit Name|Chiller Water Bath AT
nne _ I A—
Project #/120310
Pocument #{ DS-CWB 01

3.23

a) In buiit temperature sensors for monitoring the cooling tempaeratores.

b} Automatic temperaturecooling &@s per required for the process recipe.
Temperature c) Temperature regulators shall be provided to increase or decrease cooling rates.
d) In built thermameter shall be provided for on site temperatore calibration.

3.24

a) Records can displayed on the front panel, printed, or transferred to a PC via USB,
b) Menu and settings with customizable security levels using password should be pro\nded
¢) The equipment should be ablé to store critical data with time for-assessing the equipment
performange and frouble shooting.
d) Touch key pads shall be provided for ease operation.
e) User selectable operating modes shall be provided (automatic.and mannual )

o) ‘External Pt1 00 sensor.

Controls

Appropriate failure detection and alarm notification.

5.1

5.2 |Chamber shall be insulated properly to maintain inner environment.
5.3 . Proper-earthing is necessary:

5.4 |Appropriate closure of all parts.

5.5 |User calibration should be available.

5.6 |Equipment should be easily movable (caster & wheel lock sysstem)

8.1 |Cleaning shall be dene manually,

6.2 |All bolts, nuts on the' exterior part of system will be with cap head or cap nut.

6.3 |Vendor {o give code numbers for each component.

6.4 Al parts of the system exposed in classified area must be resistant to standard disinfectants or vendor shall provide the

name of spec:f:c dlsmfectants

Circulation fitting material (Tubing/Adapterfralvesiconnector),

Additional. tools for maintenance and repair.

cGMP compliances,

CE certification,
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INTEGRATED VACCINES COMPLEX,
CHENGALPATTU

n n e”’ Equipment Name|Chiller Water Bath ;}“f“gl B

Project #/120310

Document #| DS-CWB 01

S

Always follow appropriéte' {aboratory practices when using this equipment.

10.1

9.1

8.2 Ap_prop'rfate closure of all parts.

9.3 |On power failure equipment should camie in safé condition.
9.4

Noise level should not be more than 60 decibels at the distance of 1m from the equipment. .

Following documents, but not limited to these; are expected from the vendor as part of the supply package in
hard copy. as well as editable electronic file

10.2.

|0Q doguments

10.3

Op‘era_ﬁon and maintenance manuals_._s'hall be-provided along with 10Q documents during ingtallation at site

10.4

Warranty Letter for Minimum 1 year from the date of supply.

10.5

Vendor should provide list of standard spare parts with ordering information,

NPL traceable calibration certificates and calibration procedures

B

T
Iz A

s
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Equipment Specification Data Sheet Equipment Name: Conductivity Meter
Document No.: DS-CDM 02 Revision: 00
A Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu
R1 Maesles R1-CDM 02-03 - 2
B1 HiB B1-CDM 02-04 - 3
F1 VVF-Measles F1-CDM 02-03 - 2

i Sandeep Kumar Process Engneer | g0 |91 gcam0
Vr. Yogesha M Process Engineor [~ CEL e 5 43 Lp-g-aon)

Manager- Formulation, Fill &

Mr. Krishna Amrutam o
Finish

User depariment:

Measles Kt d fp Mane P W 2 5-ob-20\)
User department: ;Llwf

MBB Anerdf Kewmer/ AM, \)@KI/J 5~ 0201
User departmént:

VVF %u!dip Mane P )(-J*"'/ 95 0b~20Y)

Project / Engineering department s L . N\-xb-20\)

o

azz:.z;t“wa""r QP i R

-
u""d_%%p M V. éd‘*ké?“r’@m Jp-0631Y
Ml g
. ]
Head of the department:
WE xR fwmpta | (DU 223

He . jga E@gp

Project Authority N I I —————————
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INTEGRATED VACCINES COMPLEX,
CHENGALPATTY

. . St
i \ Conductivity Met 20 .
Equipment Name[Conductivity Meter V5714 e

Project #(120310

e

vity meter shall

T 2 %‘éﬁg P0
% 7

o

cGLP Model

3.2 |Type Digital, benchtop type-
3.3 |Conductivity range 0.001 -pS/cm to 1000 mSicm
3.4 |Cenductivity Resolution  |Vendor to Specify
3.5 |Conductivity Accuracy  {£0.5%
3.6 |Conductivity sensors Vendor to Specify
3.7 |Resisitivity Range up to 100 meg ohm
3.8 |Resolution Vendor to Specify
39 |Accuracy +0.5%
3,10 [TDS Range 400 g/t or better
341 |TDRS Resolution: Vendor to Specify
312 |TDS Accuracy +0.5 %
3.13 femperatur'e range Vendor to Specify
3.14 |Temperature accuracy [+ 0.1 °C
3:15 |Display type LCD/TFT
3.16 |Memory Storage of upte 300 measurement with date and time
317 [Power supply Ta'be compatible to standard (ndian power supply sockets
3.18 |Quantity 7 Nos
3,19 [EXPected operational 1, ik stand-by mode

{hours per day

File name: NPI-120310-EQP-DS-CDM-01
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INTEGRATED.VACCINES COMPLEX,
CHENGALPATTU
n n e_s Equipment Name |Conductivity Meter |\ HEL paerae

Project #{120310

Do‘cument # DS-CDM 02

Glass Electrode. The glass etectrodé must be made fram Borosmcate glass for conducthty probe,

Body of the meter Powder coated orVendor to.specify

Standard calibration buffer solutions to-be provided - Two set, along with ordering information

5.1

5.2 {Reminder for Calibration

53 L.CD display to show the readmgs Time,date and calibration points. And audible beep indications during valid key
' |operation

54 The Conductivity metéer must have, stand with flexible arm, "Electrode hotderand universal power adaptor, Different
™ |cell constant probes {6 coverthe range ‘should be provided.

5.5 |One set of additional/ spare conductivity probe to _b_e-'pro»_fided.

5.6 {The equipment shall be compatible for cteaning with all standard disinfectants.

Eguipment shali facilitate easy cleamng and maintanance with standard disinfectant

Praper earthing is necessary

Appropriate ciosure of all parts.,

o {ER i i A % = & ; o
91 Followmg documents but not hm:ted to these, are expected from the venidor as part of the supply package
"__|in hard copy as well as-editable electronic file
8.2: (10Q documents
9.3 Operation and maintenance manuals shall be provided along with 10Q documents during installation at site
9.4 |Warranty Letter for Minimum 1 year from the date of supply.
9.5 [Vendor should provide list-of standard spére parts with ordering informétio.
9.6 |NPL traceable calibration certificates anhd calibration procédures
9.7 |Vendor should provide fist.of change parts (if applicable) with orderihg information

File name: NPI-120310-EQP-DS-CDM-01 Page 3/4
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INTEGRATED VAGCI
CHENGALPATTU.

n n e“' Equipment Name[Conductivity Meter }%‘Wl sporin
| Project #/120310

e

ofi

RA-CDM 01 Measles R1G042 [Madia Prepn | 5400XB0S5. 2700
R1-CDM 02 Measles’ R1G024  |Washing Area |12203X5000 2700
B1-CDM-0% : HiB B1G118  |Media Prepn 38 m2. 2700 >
B1-CDM-02 HiB B1G133  [Conjugation 43m2 2700
B1-CDM-03 HiBs B1G106  (Purification | 128m2 2700
F1-CDM-01-02 VVF-MR. F1G049  |Washing Area | 6350X6275 2700

il b dene bl ’_

Not-applicable
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Equipment Name: Cooling Batch Centrifuge

Equipment Specification Data Sheet

Document No.: DS-CBC 01 Revision: 00
Project No.: 120310 Project Name: Integrated Vaccines Complex,
Chengalpattu

R1-CBC 01

Vi Sandecp Kumar PocessEngineer | _—p 0o — [ 31-o%-b01)

Mr. Yogesha M J Process Engineer For @ 1is sl | Y05 001)

Manager- Formulation, Fill &

finish 29201

Mr. Krishna Amrutam

User artment: 2
E<p wielrp Mane A-m M fL-00- 2309
M

Project / Engineering department .
: 0. S. . |oy0b-209

Headﬁzthe d?pallrtm@mt M i / 250 a\}—
Hehd foe tera@BNEA) | e

Project Authority
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INTEGRATED YACCINES COMPLEX, CHENGALPATTU

Equipment Name: Cooling Batch Centrifuge

Project#{120310

D%-CBC 01
T
e

By

Document #

Fila name; NPi-120310-EQP:DS-GBC-01

L
cGMP. { Compact and versatile)

3.2 |Power supply To be compalibte to standard ]ndiary"P_o_wer Supply.

34 |Display High resoiution LCD display

35 |Keypad Touch-sehsitive LCD panal with GUI icons

85 [Specdrange "Min-100 rpmi to Max 15,000 rpm

37 [Salely Finctions zlg(;r;l‘altgellri rI::::ceI;P E;ir;?:_lka:}?:; E:}Daflzg\crglr) r?zr.:d Detection, Non-gontact Jmbalance Detection-and carrection
3.8 |Programmability Minimum 5.programme

3.9 |AccelDecel Proflies Max, time 1 10.5 min from 0 te 1000 mm/ Max, imé 1 to 5 frin. from 1000 to 0 fpm
'3.40 |Nolse < 62 dby {at max rpr 15,000)

841 |Maximum Gapacity 6L capagily

3.2 1Speed confrol accuracy 10 rpm
313 |Temp. Controf Accuracy’ £ 1°C of set temperature

3.11 | Tempéaeralure fangs 0°C 10 40°C

3.2 [Temperature Resoluion 0.1 °C

313 |Data Communication USB part (Foriranter ol operating data/history.)

314 |Operating Log Management iﬁ?:iﬁiagggng?fg; Manager Supporling cGMP

3.15 [Alarm Audible and visible alarm. should indicate whenever there Is a deviation f'r_om the set parameter
3.16 |Refrigeratidn |GFCHOFC free (eGMP compliant) and pre-chamber cosling taclity

a7 foesiioal Supply & VOlage: 04 16 540 v, 50 10 60 Ha

3.18 |Dimension, W X D X H}. Vendor to specify

3.19 |Weight Vendor to specify

3.20 |Maximum RCF's 10,000 X.g

o . .. -

3.20 {Type Fixed angle..swing bucke! and autoclavable (No decoloration)

3.21 [mOC |ndetal (Aluminim} {eGMP complianae)

3.22" |Rotor chamber Gorrosion resistant Stainless Stee 316 Grade

3.23 lRotoriid Meta! (Aluminium} {cGMP complidnce)

3.24 {Rotor Idenlflcation Automatic F!alor'IrfenIili_caticn_ and Rotor Cover Delector

3.25 |Quantity 2 Nos. agd#ional Rotor and. PP autaclavable boltel and actessoriés alang with each centrifugs.
3.26 |Rotor Capacity 4 or & positions for 1500 ml or 1000'mL with Iid including rotor Iid,

de - - ' .
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INTEGRATED VACCINES COMPLEX, CHENGAEPATTU

n n e Equipment Name:|Cooling Batch Centrifuge f/ﬁ l N
' SRS

Project #[120310

Document #|08-CBC

a} Ini buill temperature sensofs for moniloring the lempaeratire,
3:2¢ Temperature b) In built.thermometer shall be- provided for on site temperature calibration,

a) Records can displayed on the fronit panel, printed, or transterred to-a PG via USE,

b} Menu and settings with cusiomizable sécurily fevels usirig password should be provided. .
¢} The equibment.should be-able to store crifical data with-time for assessing the equipment performance and
327 |Contriis trouble-sheoting. '

d) Touch key pads shall be provided for ease operation.

ef Userselectable operiting modes shall be provided (automatic and mannusl)

1} Micro processer based controls for smooth operations

CGMP

1

5.1 |Apprapriate failure deétection and-alarmt notification.

‘5,2  |Chamber shall be insulated properly to maintain inner envirgnment.

5.3 |Profer eathing i necessary:

5.4 |Approptiate closure of all parts

5.5 |Hinged type top cover shiould be prdvided; that can be operated using single hand

5.6 |Cooling mechanism should bie provided to maintain the uniform temperature thraughout the. Opération.-

5.7 |Low access height for easy Joading and unloading of samples should be provided,

5,8 |Eguipment should be-easily movable {¢asisr & wheel lock sysstem)

5.9 |After power failure it should bie able 1o fesume:the same varidbles i.e., RPM, TIME and Temperature,
',\r‘_.u,-.,. PERSEN T AT PRI TR T R r
e b ke ian i R S SRR e L i

T —— - T

6:2 [All bolts, nuts on thie exterior part of systém will bg with cap head ot cap nut.

63 |Vendor o give code numbers for each component.

All parts of the system exposed in classified area must be:resistant 1o standard disinfectants ar vendor.shall firovide the name of specilic
disinfectants.
R PO B D

Should be supplied with two a

7.2 |Shouild be supplied with addiiional 2 Set autoclavablé centrifuge bottles with cap, Spatula,

i

i :
Efgle

c3MP compli
CE cerlification

g.2 |Appropriate closure of all parts.

‘6.3 |On power faflure equipment should corme in fail safe condition.

Noise level shauid not.be

more than B2 decibels at ihe distance of 1m trom the e

. h ‘%2) i ‘I%r o :
g 3

Following dgcum
editable electronic file
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INTEGRATED VAGCINES COMPLEX, CHENGALPATTU

n n er Egquipment N_ame: Couling Batch Centrifuge -

Project #{120310

Document #|DS-CBG 01

10:2 [I0Q Protocol.

10.3 {Warfanty Letter of 1 year for centiihige, Compressor and‘totor 5 Yaats warranty irom the date supply.

10:4 [Operation-and mantenance manuais shall be provided along with 1Q and OQ documents‘daring instaliation al site.

105 Calibration certiligate of erilical instruments.wilh respect lo the iraceable nationat referénce standard inslrument and 1heir calibration
" |procedure.

All equipment warrarity should be valid for one year from the date of supply.

Vender should provide list of standard spare-parts wilh ordering inlormat_'ion.

W’@%{ﬁ%‘%&ﬁ”ﬁg : ""'*'%." Bl e R
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. s Equipment Name: Floor Mounted Cooling
Equipment Specification Data Sheet Batch Centrifuge
Document No.: DS-FMCC 01 Revision: 00

. Project Name: Integrated VVaccines Complex,
Project No.: 120310 Chengalpattu

B1 MBB,HiB Bulk B1-FMCC 01-03 6L 3

Vi Sandeep Kumar Process Engineer | 500 30— [ 80-050
Mr. Yogesha M J m 29 -05>20))

Manager- Formulation, Fill &

Mr. Krishna Amrutam finish

User department;

Y
MBB Anrcof) "Q.A.{M,\_ox( A M M" Gﬁ’ﬂb'&dﬂ
L]
Project / Engineering department
! e AM) =5 18- ok-001]

%ﬂgww HeaedCn ezl MV Sulpermarga m A~ Aol
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Equipment Name|Flocr Mounted Coaling Batch Centrifuge f)’(g 2/
Project #;120310
DEFMCC ot

Decument #

B1-FMCC 01-03
31 IModel CGMP ( Compacl and versatile)
3.2 |Power supply To be compatible to standard Indian Power Supply.
3.3 |Display High resolution LCD display
34 |Keypad Touch-sensitive LCD panel with GUI lcons
3.5 |Speed range- Min 10,000 rpm to Max 15,000 rpm
36 |Satety Furictians 2g;oon::]t:l:.gilno;kb:;f&%?ggor. Dual Over Speed Detection, Non-contact Imbalance Betection (15-gm tolerance),
3.7 |Programmabitity Mini_mum 5 programme
38 {AcceliDecel Profiles Max: time 1 to.5 min fram 0 to 1000°rpm/ Max. time:1 to 5 min. from 1000 t6 0 rpm
39 |Noise < 62 dBA (at max rpm 15,000)
3.10° |Maximum Capacity > L capacity
3.11 {Speed control accuracy % 20-tpm
342 [Temp. Confrol Accuracy £ 1°C of set{emperature
3.13 Tempaerature range: 03¢t 40 °C
814 |Temperature Resolution 0.1 o
315 |Data Communication USB port: (For tranfer of operating data/history.)
316 |Operating Log Management ;?:r;;i;agtp‘igngfﬂg; Manager Supporting cGMP
_3.17 Alarny Audible-and visible alarm should indicate-whenever thefe is a deviatioh from the. set parameter
318 [Refrigeration CFC/HCFC free {cGMP compiiantyand pre-chamber cooling facility
319 gizg‘i:;‘;"‘r'-supp'y & Voltage 1400 15 240 V. 50 to 60.Hz
3.20 'Dimer_lsio_nl (WXDXH) [vendorto specify
321 |Weight Vendor to.specify
322 .Type* Fix_ed__a_ngle and auteclavable {No-decoluration)’
323 |MocC Metal (Aluminium) (cGMP compliance}
3_,24 Rator chamber. Corrosion resistant Slainless Steel 316 Grade

File namie: NFI-120310-EQP-DS-FMCE-02
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INTEGRATED VACGINES COMPLEX, CHENGALPATTU

Equlpment Name|Floor Mounted Cooling: Batch C_er_it_fifuge ’, JE 4
. . . . -"l | L SECTRCH o sl M}
e el amrif o]

Project #|120310
Document #|DS-FMCC ¢+

3.25 |Rotorlig

Metal tAluminium) (CGMP comptiance}

3.26 iRotor Identification

Automatic. Rotar Identification.and Rotor Cover Detector

3.27 Quanti_ty

328 3 f
Temperature
3.29

ot T TE— ot -
i - ré{%%g% g%g o S . l_%,?r»‘m 7 %]v ;FE‘{ _%» o : o e
Aol ?’4’%) e -ﬁg Sl e e

2 Nos, additional Rotor and PP autociavable botie] and accessaries along with each centriftige

'é) In built temperature sensors for moniton‘n_g'th_e-tembaérélufe.
b} In built thermameter shall be provided for on-site temperature calibration,

3.30 [Controls

i

AT, i Eﬁg‘g’ S

SRR

T

Apprapriate failure detection and alarm notification.

a) Records can displayed on the front.panel, printed, or transferred to'a PC via USB.

b) Menu and setlings with custemizable security levels using password. should be provided,

€} The equipment should be able to store critical data with time for. assessing the-equipment performarice and trouble

shooting, ' '

d) Touch key pads shall be provided for ease operation.

e} User selectable operating modes.shall be provided (automatic and mannuat
... __

£l
.. .

1]

5 " ey
¢ ?“v*:e:?_%_zm;ﬂf; %« »',é% i
e

52 |Chamber ghall be insulated properly to maintain inner environment.

5.3 [Proper earnhing is necessary.

5.4 |Appropriate losure of ail parts

6.1 |Cleaning shalibe done manually,

T

6.2 |Albolts, nuts on the-exterlor part of system will be with cap head or cap nut.

6.3 [Vendorto give.code-numbers fbr-each-compqnent,

All parts of the system exposed in classified area fmust be resistant to standard disinfectants or vendor shall provide the name of ‘specific

i _‘f ;
8.1 |cGMP compliances,

8.2 |CE certification

9',1 Always follow appropriate laboratory practices when using this equipment.

8.2 |Appropriate closure of all paris.
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU
n n e“’ Equipmént Name|Ftoor Mounted Coaling Bateh Gantrifuge fi"g o/
Project#|120316 ot

Document #}PS-FMCC 01

‘8.3 [On power failure equipment should core Irf fil safe condition.

§.4 |Noise level should not be: more than 62 decibels at the distance of Tm fror the equipment,

A a‘.’cf'“

R TR AR A

Follewing documents, but nat limited to these, are expected from'the vendor as part of the supply package ir hard copy.as well as
editable electronic file

10.2 (104 Protocol.

10.3 |Warranty Letter for 1 year from the date of supply for centrifuge; Compressor arid rotor 5 Years warranty

10.4 |Operation afid maintenance manuals shall be provided along with 1Q and OCH documents dirring instaliation at site,

10.5 (Caliration cerlificate of tritical instniments with respect to 1he traceable national reference standard instrument and-their calibration. procedure,

10:6 [All equiprmerit warranty should be valid for one year fram the date 6f completion,

10:7 |Vendor should provide list of standard spare parts willi 6rdering information.

NotA

e

licable

i

Polysaccharide
purifitation room

Mot applicable
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Equipment Specification Data Sheet

Equipment Name: Egg Incubator

Document No.: DS-EIC 01

Revision: 00

Project No.: 120310

R1

MR R1-EIC 01

Project Name: Integrated Vaccines Complex,
Chengalpattu

Mr. Krishna Amrutam

Manager - Formulation, Fill & Finish

205" a0

User department:
MR Kl e/ P Mane

1L-0b-2a0

Project / Engineering
department \; 3y

L E e

2\y-ob-201)

I@gg@w QA)

Project Authority

09420\
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU
n n e@ Equipment Name|Egg Incubator ' y 2/ -7 S
Document No.|DS-EIC 01 T
1.2 |The
GMP Egg Incubator
S5 Double wall chamber provided with Iight"_inside_, Single door on front side with locking
3.2 (Type arrangement and iriterlock with three point door micro switch and equipped with the exhaust.
damper on top of the chamber.
3.3 |Capacity 1000 eggs
- |Utility (Compressed |y, .y m o . _ A e
3.4 airfgas) Minimum 72" pipe Operating Pressure: 4-6 Kg
3,5 |Temperature range {ambient+ 510 75°C
Temperature: o0
38 |stabilty 0.2°C.
5~ |Temperature: o
3.7 Readability 0.7°C
. |Temperature A b g of
3.8 Uniformity + 0.6 °C @37 °C
3.9 [View Giass minimum 100.mm Dia
3.10 Temperature Microprocessor based
Controller
3.11 |Display Unit LED/LCD
3.12 |Humidity Control |55 10 90 %.Rh
L Electromagnetic door interlocking- Door Interlock with Chamber Fan, Over shoot
3.13 linterlocking |Temperature Interiock, Low water interlock
Dimension _
3.14 [(Chamber _ |As per the volume specified above
size.external size)
3.15 |Quantity 1 No's
3.16 |Power Requirement | To be compatible to standard Indian power supply sotkets
3.17 [Additonal Requirements:
3.18 |Training/Demo for the users on the operation and-cleaning to be provided.
3.19 'Equ_i'pment shouid poses universal safety requirment.

File name: NPI-120310-EQP-DS-EIC-01 Page.2/4



INTEGRATED VACCINES COMPLEX, CHENGALPATTU
n n 'eG Equipment Name|Egg Incubator. Y2/ 7 -
Document No.]|DS-EIC 01 A
Revision No.|00
4,1 |Centact part S.8.316
42 |Non-¢ontact part  |S.5. 304

4.3 |Structure 5.8.318L x 1mm thk: insulated Double walled chamber.

4.4 |Oscillation Prieumatically operated, 45° angle, hourly left, right automatically during Incubation cycle.
a) Rounded inner chamber corners for easy cleaning

45 |Finishes b) Design of the equipment should enhance cleaning by providing minimum sharp corners,

: Inise minimum crevices and smooth finished welds joints

c) All bolts; nuts.on the exterior part of the equipment will be with cap head or cap nut

4,6 {SSTank mimimum § Lirs. $§ Water Tank with water heater to contral humidity.

47 M_otor Blower; Air 500 walt 4. no. of heafers.

Heater

Temp. High & Low
Humidity High & Low

4.8 lAlarm Fan Fail
D_ry Wick
Turn Fail

4.9: g_?gske{s’ seals, O- Food Grade/ nontoxic material;

4.10 |Validation Vatidation. port to be provided to insert probes for temperature mapping

4,11 [Allwelds shall be ground finish

7.1

.. .

Always foliow approprigte laboratory practices when using this equipment.

7.2

Appropriaté closure of all parts.

7.3

On power failure equipment should come in fail safe condition

7.4

Noise. level should not be more than 60 decibels &t the distance of 1m from the equipment

File name: NPi-120310-EQP-DS-EIG-01 ' Page 3/4



INTEGRATED VACCINES COMPLEX; CHENGALPATTU

n ne@b Equipment Name|Egg Incubator FFBL o

Document No. DS-EIC 01

Rewsmn No 00

Followmg documents but not Ilmlted to these are expected from the vendcr as part of the supply package
in.the hard copy.as well as electronic fife.

8.1 !l0Q Protacoal.
8.2 |Warranty Letter for 1 vear from the date of supply.

8.3 |Operation and maintenance manuals shall be provided.along with 1Q and QQ documents during installation at site

Calibration certificate of critical instruments with respect fo the traceable-nationa! reference standard instrument

8.4 and their callbrat{cn procedure

8.5 |All equipment watranty should be valid for'one year from the.date of completion.

8.6 [Vendor should provide list of standard spare parts with ordering information.

8.7 |Vendor should prowde |ISl of change parts (|f applicable} with ordering information

10.1 Esco Thermo scientific,Binder,Menimert,Eppendorf.

NOTE: Accurate size and technical specification need to be mentioned by the vendor

Not appllcable
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Equipment Specification Data Sheet
Document No.: DS-RFR 02

Equipment_Name: Refrigerator(GMP)

Revision: 00
Project No.: 120310 Project Name: Integrated Vaccugs;g;r;g;ﬁ;
Qi1F Mycoplasma Q1F-RFR 01 300 1
R1 Measles R1-RFR 01 300 1
Fa BCG F4-RFR 01,02 800-1100 3
B1 MBB-HIB B1-RFR 01,02,03 300 3

M. Sanceop Kumar —[engineer—Provess | o dD— oo oo

Mr. Krishna Amrutam

Manager- Formulation, Fill & Finish
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nne pharmaplan®

P St o i o e,

Equipment Specification Data Sheet
Document No.: DS-RFR 02

Equipment Name: Refrigerator(GMP)

Revision: 00

Project No.: 120310

Project Name: Integrated Vaccines Complex,
Chengalpattu

Head of the department

User department: ]

Measles Rngemmﬂ-ﬁﬂf AM . &Aﬁ‘é—"/ O'T*Ob—-'!o\.‘?.
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MBB-Hib, > A M e 07-vb- 20
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Head of.the department

e Hvesth By ' -

Project Authority
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nne pharmaplan®

INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Equipment Name  |Refrigerator (GMP rIp,
quip _ rigerator (GMP) . p—
Document No, DS-RFR 02

00

Revision No.

11 [Q1F-RFR 01 300 GMP 1
1.2 |R1-RFR 01 300 'GMP 1 It is used to store
1.3 |F4-RFR 01,02,03 800-1100 GMP 3 materiais at 2-8%C
14 |B1-RFR 02-04 300 GMP 3
29 _Mod_el cGMP-
~ - |External dimension - o _ b e S
22 (W X DX H mm) vender to specify (based on the above mentioned capacity)
» |intemal dimension | :
23 (W X D X H mm) vendor 1o specily (As per the capacity).
: Shelves, - _ , .
24 (WX D'mm) vendor to specify (As per the capacity)
Height between the.| . e
| 2.5 shelves (mm) vendor io specify
. 26 |No. of Shelves vendor to specify (88 304 Perforated shelves shall be adjustable)
2,7  |Temperature Range| 2 °C 10 8 °C
2.8 |Refrigerant R 134a
29 Tempi__e_rature +0.5°C
' precision
Temperature 21 op
210 stability £1°C
211 |lemperatire +1 °C
Resolution
o1 |Temperaiure £2 °C
unifermity
2.13 {Air circtlatich Forced air circulation
214 [Quantity 5 no,

Power requirement

To be compatlbte 1o standard Indlan Power supply socket

3.2 |Body Constiuction |Shelves Adjustabie,Perforated; $S304
3.3 Exterior cGMP compliant exterior
3.4 Ga_s_kets_-, seals. Food Grade/ nontoxic material
o-tings _
3.5 linsulation Poiyurethane foam{PUF)

File name: NP1-120310-EQP-DS-RFR-02
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU
- : Equipment Name  |Refrigerator (GMP) -__j 7 -
nne pharmaplan® i | B e
Docurnent No. DS-RFR 02
Revision No. 0o
36 |Door Stainiess steel door

8.7  |All welds shall be-ground finish

4.1 |The design of the equ:pment shouId facilitate eff;ment and easy cleamng

4.2 {The equipment shall-be compatible for cleaning with-all standards disinfectants

4.3 [Refrigerator shall be fitted with lockable caster wheels for easy transportation.

4.4  |The control shall be microprocesscr based with digital display cum controller.

45  |Key lock for Parameter change Protection 1o be provided.

4.6  |Temperalure to be recorded, monitored and displayed. Chart recorder to be provided.(PT 100}

4.7  |interface port RS 232 totransfer data to be provided.

4.8 [Positive air circulation by internal fans must be provided fo ensure temperature uniformity and recovery

Audio visual alarms for parameters like high temperature, fow temperatiirg shall be- provided and if door is.

4.9 open for = 5min

4.10  |Light on provisien during door opening

4.11  |Doot lock should be provided.

412  [Spring loaded, self closing door with 802 angle stay open feafure should be provided with holder;

4.13 |Validation Ports to be provided for inserting probes for temperature mapping.

4.14 |Temperalure mapping during installation is requiréd.

4.15  |Single compressor should be provided.

4,16 |Equipment shall be compatible for cleaning with-all standard disinfectant.

417 Demgn Basis: Refer Annexure 1 for specific design of B4-RFR 06

] R L 7 T %4}. T = §w »m A ‘5’: 22
ST HE ﬁ 53 \or—@ s 5 t%\ s T I%;" % SR \\@%\ = f-;—?u\% .Q:;
6.1 Trammngemo for 1he users on operatlon and cleanmg to be prowded
EEE e 2 : @;@ e St
e P

Foflowmg faCI|ItIE.‘S must be prowded to proteci personnel and eqmpmem

7.1 |Proper earthing.is necessary

7.2 |No sharp-edges/Corners in the equipment.

7.3 Approprlate closure of alf. parts

Following documents,but not limited'to these,-are expected from the vendor as part of the supply. package in .
hard copy ds well as editablé electrovic file.

8.1 [10Q documents.
8.2 |Operation and maintenance manuals shall be provided along with 10Q documents during installation at site.

File-name: NPi-120310-EQP-DS-RFR-02 ‘_ Page 4/5



INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Equipment Name Fi_efrigerator'(GMP)

nne pharmaplan® e 4Bl P
' Document Ng. DS-RFR 02
Revision No. 00

8.3 |Warranly letter for 1 year from the installation.

Calibration certificate of critical instrument with respect to the traceable nationa! reference standard
instrument and their calibration procedure,

8.5 |List of standard spare partswith ordering information

8.4

9.1 [Not Applicable

1.1 {Thermo scientific, Panasonic, JeicTech, Arctiko, Newtronics.

NOTE: Accurate size and technical specification need tc be mentioned by thé vendar

Q1F-RFR 01 Mycaplasmia Media Prepn QiF017 23m2 2700
R1-RFR 01 ‘Measles Media Prepn R1G042 5400X8095 2700
Bi-RFR 01 MBB-HIB seed lab. B1G109 18m2 2700
B1-RFR 02 MBB-HiB IPQC B1G135 92 2700
B1-RFR 03 MBB-HiRB IPQC B1G107 8m2 2700
F4-RFR:01 BCG Media Storage F4G041 39.3m2 2400,

F4-RFR-02,03 BCG- Incubator Room F4G029 8.8m2 2400

17-01-2017

Sandeep Kumar

New document
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Equipment Specification Data Sheet Equipment Name: Gas Chromatography
Document No.: DS-GCS 01 Revision: 00

: . Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

Q1 Admin, QA & QC Q1-GCS 01 - 1
B1 Hep-B B1-GCS 01 - 1

Mr. Krishna Amrutam Manager - Formulation, Fill & Finish -—‘_ DG 053017

giﬁﬁi%fﬁﬁﬁmwm DV (4 AWW;"W 0 0 doT)
o CR5 Rt D VN, orewann

Project / Engineering
department y 2 00-0b 201D

Head of the de aﬂment

Quality Contro owu.m:v Kormoe o §M gg\ﬂ—-— 22 -0ob-Qol]

Chivire

b 506 xl)

28-0b-2:)7
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INTEGRATED VACCINES COMPLEX, GHENGALPATTU
n n e@ Equipment Name|Gas Chromatography ;]:'B
. Document No.|DS-GCS 01 ' anaia
Revmlon No 0o
e : 2 2 :
lﬁ;@% : .-@% e e, [ﬁﬁ_ v

'1_ 1 |Gas Chromato graphy us

3.2 (Operating Tem Range. |Ambient + 4 to 450
Retention time ' .

33 Repetability <0.0008min

3.4 |Peak.area Repetability |RSD 1.0%

55 |Temp Setpoint 0.1°C
resolution

3.6 [Temparature accuracy |0.1°C:

3.7 Minirp_urn nuimber of 3 Nos
cappilary colums :

3.8 |Temparature accuracy [0.01°C

3.9 |Number of ramps/Plateu [Minimum 9 ramps 10 Plateu

3.10 |Maximur Haating rate  [120°C/min

3.41 [Cooling speed 450° to 50°in 4 min

3.12 |Quantity 1 No GC HS with autosampler and 1 No GC with manual injector
Dimensions

qa |[(W X DX H) ; : .

313 [nternal Work area Vendor to specify
External dimensions

313 Dectector Flame lonization detector

3.14 |Temparature Max 450°C

o Minimum detected ,

315 quantity 1.5 pgC/s (dodecane)

3.16. | Dynamic range. 1107

File name; NPI-120310-EQP-DS-GCS-01
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n n ea Equipment Name]Gas Chromatography fi’}gl

Document No.|DS-GCS 01

n

Revision No.|00

817

Weigt of FID Vendor to specify

3.18

Dimensions Vendar to specify

D R S T e T %"_ﬂ‘&@é%ﬁiéyé.‘ T
3 B i B S IR ," S i R i Sl ?ﬁ‘ﬁq
3.19 [Number of Injectors 3 Nos
3.20 Split ratio . 1:7500
R
L

Fully automated liquid auto injector/auto sampier

321

3.22'|Injection Range: 1l to 100.0pL

3.23'{No of Sample Vial Minimum 100 Nos of sample vials

3.24 |Reproducability 1.0 % RSD or better

3.25 |Syringe sizes& Speed  |Compatable with varible syrizes and different speed '

e
gad Shace

2

No of Sample Vial Minimum 30 Nos-

3.3

3.26

-3.27 [No of Vials in Incubator  |Minimum 12 Nos

3.28 [Vial Temp Vial Temp. Up to 300 °C, Tranisfer line / Interface Temp..350C (Preferable)-
3.29 |Gas Conirol Electronic carrier gas Control & Vial pressurization with leak check

3.30 !:_}am_ple ine & sample

Complete inert sample flow line with Sample Laop (1ml)
.' f{" " ‘-_'t- a ! Eﬁ{f iRy " ;:% O IR e

Colum dimensions 1= 30 m, @ = 0.32 mm Colum materjal Fused Silica phase:-
poly{(cyanopropyl){phenyl)){dimethyl]siloxane R (film thickness 1.8 pum} Provided

3.32

Celum Dimension with size: | =.30 m, & = 0.53-mm;6 per cent polycyanolpropylphenyt siloxane and 94. per cent of
pelydimethylsiloxane. provided

3.33

Cclum Dimensicn with size: | = 30 m, @ = 0.53 mm;6 per cent polycyanolprepylpheny sifoxane and 94 per cent of
polydimethyisiloxaneé provided '

"3.34

Colum dimensions |'=30.m, @ = 0.25.mm Colum material Fused Silica ,Statnory phase: macrogol 20 000 R (film
thickness 0.25 um),

3.35

Colum dimensions | =30 m, @ = 0.32 mm Colum material Fused Silica ,Statnory phase: macrogol 20 000 R (film
thickness 0.5 umy).

3.36

Colum dimensions | =30 m, @ = 0.32 mm Colum material Fused Silica/Glass Statinory phase poly(dimethyl)siloxane
R {film thickness 1.0 pm) provided

3.37

Fused-silica capiflary er-wide-bore column 30 m long and 0.32 mm or 053 mm i internal diameter coated with cross-
linked 6 per céent polycyan’opmpyiphenyl_siloxane'and_ 94 per 'ceritr.polydimeth_ylsiloxane (film fhickness: 1.8 pm or 3 pmy},

.3.38

Fused-silica capillary-or wide-bore column 30 m long and 0.32 mm or 0.53 mm in internal diameter coated with
macrogol 20 000 R {film thickness: 0.25 um),

File name: NPI-120310-EQP-DS-GCS-01 Page 3/5



INTEGRATED VACCINES COMPLEX, CHENGALPATTU

n nes Equipment Name|Gas Chromatography ffg[ _ N

Document No.|DS-GCS 01

Rewslon No.[00

Hamllton manual syrlnge
provided

He,H2,N2& Air gas Cylinder { 1 No .each)

2-stage reguiator for above gas-cylinders.

Body Stamlee steel corrosion re5|stant

Gas Purification Pane/,

Printer port along with compatable printer provided

Demgn of the equipmenit should enhance cleaning by providing riinimum sharp corners,
finimum crevices and smooth finished welds jomts

Thé bedy construction shall provide tem pearture-'stabi'lity._

The equxpment shall be compat:ble for cleamng with-all. standard dlsmfectants

ﬁ‘ i

CE Cerllf' cation

Followmg faczlliles must be prowded to protect personnel and equlpment

" |Appropriate closure of all parts:

Proper earthing is necessary

Foilowmg documents but not hmltd to these are expected from the vendor as. part of fhe supplyr package in hard- copy
as well as editable electronic file

Nmse Ievel should be below 60 dembie at a dlstance of 1m from the equ:pment

[0Q documerit.

Operation and maintenance manuals shall be provided along with [0Q & PQ documents during installation at site

8.4

Calibration certificate of critical instruments with respect to the traceable national reference standard instrument and
their calibration procedure.

85

Warranty Letter for Minimum 1 year from the date of installation.

898

Vendor shotild provide list of standard spare parts with ordering information.

o7

Vendor should provide list of change parts (if applicable) with ordering information

File name’ NPI-120310-EQP-DS-GCS-01 Page 4/5



n n eu Equipment Name|Gas Chromatography ;}Bl

Document No.|DS-GCS 01

Snle

Q1-GCS 0
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SRR e o i 1 e AL e
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30-01-2017

Not applicable
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Equipment Specification Data Sheet

Document No.: DS-HPLC 01

Equipment Name: HPLC

Revision: 00

Project No.: 120310

~Q+-HPLC01—

Project Name: Integrated Vaccines
Complex, Chengalpattu

B1-HPLC 01

Mr. Tushar Shende Senior Engineer - Process M

Mr. Krishna Amrutam

Manager - Formulation, Fill & Finish

25.05-20))

User department:
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Hegad of the department
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2.1

INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Equipment Name|HPL.C-

DS-HPLC M

Document No.

rArial

‘i; -
L St

= .. L it

3.1 |Model cGLP. Model
32 |Pump Quaternary systems, Gradient Mode
3.3 |Heignht As per vendors specification
3.4 |Weigfit As per vendors specification
3.5 |Power supply AC 230V 50 Hz
3.6 |Integration of Equipment |USB port, compatible with windows 7 or later version
3.7 |Quantity ZNoE 4 wos
3.8 |Type.of finish Non cofrosive Non reactive; acid & solvent resistant
: .. w1 LTSRN ; ‘!h = T :i“ i _“g?agmh wrER s i e ol b
, . o (< 650ul., independent of back pressure) to enhance fast gradients and rapid system
3.9 [Lowdispersion fluidics equilibration
3110 |Programable Flowrate  [Minimum-0.05 mi to 10 mifmin or higher end with 0.001 mLimin increment
3.11 Co‘_mpressit:!_ility Automatic and Continuous.
' Compensation
3.12 |Plunger Seal Wash Integral, Active, Programmable.
. |Systemshould have — {ei on o ailable gradient curve profiles; linear, step, concave and convex for easy method
3,13 |more than 10 or better development
no of Gradient Profile FIOPMENL.
. Maximum-Cperating - i .
3.14 Pressure Approx-at high range 300 bar
3.15 |Pressure rippie <2.5%
3.16 |Gradient range Approx 0-100%
3:47 |Gradient accuracy Approx # 0.5% {independent of Back Pressure)
3.8 |Gradient precision <0.15% RSD, 0.02min RSD, whichever is greater-
3.19 |Solvent Positicn 2__4 a_lg'ue_p_us buffers or 12 aqueous buffers and 12 organic modifiers flushing and columin
equilibration
- . Generation of-a Chem Station sequence; Experiment setups for multiple samples ang,
3.20 |Automation injections; Settings can be stared as a template for reuse
3:21 [Syringe size- 1T mland 2 ml
3.22 [Flow accuracy Approx <. 1%

File name: NPi{-120310-EQP-DS-HPLC-01
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

n r]e‘B Equipment Name [HPLC: ffBlu i rrem
| - Document No,|DS-HPLC 01 B
Revision No,|00
3,23 |Flow precision Approx-+ 0.08% RSD
'Solvent__conditioning' via
324 foz,llrtchannel.hlgh - lapprox 4
efficiency vacuum in-ling
degasser
3.25 Low volume degassing chambers (<500 uL) enhance rapid-solvent change overs
396 Solvent Delivery System|System should have in-built system preparation for an automated software -assisted purge
" {{Low Pressure mixing function for ease of solvent changing and system.purging/priming.
Quaternary Gradient
397 [Fumping System) This HPLC Systeim should be capable to ruri as fast HPLC system without modifying any

hardware, with intelligent speed column or shortercolurmn like 20mm length.

Sample should collect fram Vlalsfmicrotlter plates

3.28 |Auto Sampler mode Sample volume for taking 0.1+1000 pL inj. vol.
Controi through the parent software:

3.29 [Sample Compartment  {Temperature of sample compariment ;-0 - 60

3.30 |Pressure Approx upto 600 bar
Sample Injection System with - For Anaiytical injector

. bim - Dual injector option, for 50100/200 :If 100ps

3:31 |Desirable (Optional) Analytical & Semi-prep analysis for semi preparative 5mi /100ps
(Approx).

3.32 [No of sample vials 120 samplé capacity via industry-standard 2 mL vials configured in 5 x 24 vigl carousels

3.33 [No of injections 1 t0 99 injections persample vial

3.34 |Sample delivery Typically <.0.5% RSD (5 to 80 uL)

percision

3,35 [LOWest Sample GAMY |9 0194 for Cafieine

3.36 linjection Needie Wash [nteg_ral, Active, Programmable dynamic needie wash (i.e. no wash vial) minimizes sample
carryover

3.37 |Injection accuracy +1ul (+2%)

3.38 |Standard sample vial 2 mkL

3.39 S:r:?g;?ﬁtemperature' Ambient'minus 25 °C or 4 “C whichever js-greater t0-40°C'in 1°C increment

C Programmable injection volume range of 0.1 to'100 ul standard, with optional sample loop

3.40 pnjection volume range upto 2,000 uL

3.41 Injector lingarity >{1.989 co efficient of deviation {1 to 100 uL)

3.42 Tool-free replacement of needie wash frit

: Needle replacement , .
3:43 User- settable stat runs, acto additions and auto standards

File name: NPI-120310-EQP-DS-HPLE-01
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Source

INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Equipment Name|HPLC

Document No.[DS-HPLC 01

Slngle beam polychromaicrs Sourge; Duterlum and tungsten halogen

Revision No.[00

—w‘&_& ‘-."- SR o »‘f’ﬁ! e
...

TSR

344
3.45 [Wavelength range 190-800 nm
3.46 [Sensivity 0.01. t0 2.0 AUFS
3.47 |Wavelength Accuracy  [+2.nm
' 3.48 |Mode of Operaticn Scanning and detection at variableffixed wave, length.
3.49 [Noise specification 10 X 10-6AU, 10mm celt at 264nm or better
3.50 |Drift specification <1 X10-3AUour of better
3.51 |Detector Linearity: <5% at 2AU, 257 nm or better
3.52 |Fiow cell path length 10mm
_ 3.53 |Cell volume <12 pl
3.54 |Speciral Resolution <1.2nm
3.55 |Flexible sampling rates up to 80Hz (data acquisition) for normal and fast LC. separation
3.56 Detector should cperate in 2D and 3D more simu[taneously
357 Inb‘t{_ili _Scftvy_are a'_I_gu_:ritf'lz:‘n to ke!ap_ Lamp. energy ?Iways 100% throughout L.amp Life, to
: Detfector Specification maximize Signal to NOIS? orto |ncreas? se.nS|t.|\n_ty . __
358 Detector sh_oL_lld have _swtabl_g_mgqhamsm in lf!ow'cell {o eliminate Refractive index effect, so
as to get good peak shape with highest sensitivity-
3.59

Detector should have peak purity algorithm for automatic correctlon for noise

3.60 Waveleng_t : Complete AR VIS range

3.61 |Source Deuterium and / or Turigsten

3.62 [Noise Aprox. £ 0.35x10-5 AU, dry cell 254 him

3.63. [Drift Approx <2x10-4 AU/br.

3.64 [Linearity Approx 5 nm

3.65 [Accuracy ' 'A'p_p_rcx. +1 nm

3.66 |Reproducibility Apprex. £0.1 nm

367 .Auto'maticin Software and manual conirals. The detector should have lamp

optlmlzatlon software Vanable Scannlng and analyms facility

S e
H

i i
ﬁﬁ iy <

2 WI :

3.68 |Refractive Index range | 1.00te 1.75 RiU

3.69. [Flow rate Approx, 0.2 ~ 0.3 ml/min

3.70 |Noise Level +or- 1.5 X 10e (-9) RIU mede
3.71 |Flow Cell Fused Quartz

File name: NP|-12031C-EQP-DS-HPLC-01

Page 4/7
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Equipment Name|HPLC V7 - T e
_ FFBL omviom
Document No.|(DS-HPLC 01
Revision No.|00

3.81

Flow rate

Temperature Range

3.72 |Flow cell Volume 10 Microlitre, Thermostatic

373 (Drift < gr equal + or- 1.0 X-10e(-7) RiU /hour

3.74 |Programmabie functions of range, auto Zero and auto-purging

3.75 |Automation Automatic Back Pressure valve to protéct flow cell,

3.76 |Temperature Control Approx Internal aven 30 C to 55 C

3.77 |Sensitivity 1,24,...512,1024

378 |Automation Software and manual contrels. The detector should have lamp
o optlmlzetlon eoftware Vanabte Scanmng and ana!ysm facllltyr

3.79 [Online/inline Vacuum degasser flow rate:,chanel :2 or 4 independent

3.80

Approx 0.2-5.0 mlfmin or hlgher

3.82

Temperature Setting
Range

o
Chomatogranhy

Single: pomt control of the entzre HPLC

3.83 Custoniizable data reports, online help wizards
Report publisher/ Report can be stored ai PDF format
3.84 Software should Control entire modules of HPLC system, acquire and process date.
385 Sqftwar_e-Custom'ized ‘Sample analysis report publish..
3.86 Chromatogr_ap_hy data Oracle database for better organization and easy retrieval or work and System user data.
3,87 |Software Interactive contrci and display of solveit delivery
3.88 All functions and features accessible from a single window-use.
3.89 The command bar to navigate
3.90 Wizards to stmplify and.automate common system functions.
3.91 Methods ~ instrument, processing and reporting parameters in one place.
3.82 Diagnestics functionis and configuration wizards
3.83 |Electrical Utilities AC 230V 50 Hz
3.94 [Computer Suitable PC with soft ware provided by Vendor
3.95 |Printer Calour Laser printer

File-name: NP)-120310-EQP-DS-HPLC-01
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INTEGRATED VACCINES COMPLEX, GHENGALPATTU

I " leﬂ Equipment Name|HPLC f,’g -

Document No.}|DS-HPLC 01

Revision No. 00

Wetted surface material

Type of: fnlsh Non corrosive Non reactive, acid & soivent resistant

Followmg facilities must be- prowded to. protect personnel and eqmpment

7.2. |Apprepriate closure of all parts

7.3 |Proper earthing is necessary

7.4 | Extensive diagnostics-

7:6 |Complete system control with user friendly help-and system diagnostics

7.6 |Error detection and d'is_p'lay with audio visual alarm system for leak detection

7.7 |Built in system suitability as per USP/BP etc

7.8 [Safeleak handling, leak output signal, voltage fluctuatlon proc:ess temperature deviation

Following dccuments bui not limited to these, are expected from the vendor as part of the supply package in hard
copy as well'as editable elecironic file

8.1 [complete 1Q,0Q,PQ documents for hardware and software(soft and hard copies)

8.2 Operation and maintenance manuals shall be provided along with |0Q documents with trouble shooting tips ( Both soft
*“ |and Hard copies) during installation at site

83 Compliance and Calibration. certificate of critical instruments with respect to the trateable national reference standard
* |instrurhent and their calibration procedure:

8.4 [|Warranty Lett_er-fbr Minimum 1 year from the date of installation,

8.5 [|Vendaor should provide list of standard. spare parts with ordering information.

8.6 |Vendor should provide list of change parts (if applicable) with ordering information

8.7 |instrumentation and control wiring drawings, accessories and spare parts list, procedures for calibration ang cleaning

8.8 |Accessories and spare parts list

Procedures fer callbratcon and cleanlng

Validatlon services (IQ OQ PQ) compliance with cemplete qualification packages.

Early Maintenance feedback (EMF) for cortinuous traicking of instrument usage.

File name: NPI-120310-EQP-D3-HPLC-01 Page 6/7



INTEGRATED VACGCINES COMPLEX; CHENGALPATTU

n n eQJ Equipment Name|[HPLC #El e

Document No.[DS-HPLC 01 -

Revision No.|00

9.3 |General compliance services

9.4 [Hardware and system suitability

9.5 Usage maintenance & grror Lug reports/records, system control license
' ,;, “Kﬁﬁ‘“’%

111 Waters Agl!ent

NOTE: Accurate size and technical specification need to be mentioned by the vendor

Q1-HPLC 01 Admin, QA & QC Instrumentation Q15020 2400
B1-HPLC 01 MBB-Hib IPQC BIG135 9m2 2700.

Not appin:able

File name: NPI-120310-EQP-DS-HPLC-01 Page 7/7
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Equipment Specification Data Sheet

Document No.: DS-INC 02

Equipment Name: Incubator

Revision: 00

Project No.: 120310

Project Name: Integrated Vaccines Complex,

Chengalpattu

QiF Mycoplasma Q1F-INC 02-03 240 - 300 2
F4 BCG F4-INC 02-07 800 - 1000 6
B1 MBB-HiB B1-INC 02 200 1
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INTEGRATED VACCINES COMPLEX,

1.1' Q1F INC 02 03

Equipment Namie | Incubator o
DocumentNo, |DS-INC.02 Bl TR
Revasmn No. 00

240 300 Vendor to specn‘y NA

1.2 |[F4-INC 02-07

x-“’”‘

_ The incubator shall be used for
800-1000 Vendor to'specify |NA incubation of biological samples
' under controlled conditions.

B_‘I-INC'DZ

cGIVIP Incubator

Vendor to SpECIfy .

2.2 Type Standard

2.3 U.til-”y _(Con‘np‘ress_ed Vendor to specify
lair/gas)

2.4 |Shelves 4-5 Nos (adjustable); Perforated SS.304 shelves

2.5 |Temperature range fambient +5to 75°C
Temperature ap

28 | Readability 0.1°C

n - | T€Mperature RO .

27| Uniformity + 0.6 °C @37 °C

2 g | Emperature PID controller
Conirclier

2.9 |Display Unit

LCD

2.10}Interlocking.

Electromiagnetic door interlocking

Dimension
2.11{(Chamber
size, external size)

As per the volume specified above

2.13]Quantity

9nos

External body
“{Construction

Teo be compatlble to standard Indian power supply sockets

cGMP Comptliant exterior

Internal body
Construction

S5 304 (Electropolished)

3.3 |Inner Door

Safety transparent door

a) Rounded inner chamber corners for easy cleaning
b) Deszgn of the equipment should enhance cleaning by providing minimum’ sharp

fing

34 Finishes corners, minimum crevices and smooth finished welds joints
¢) All _bol_ts,.nul_s. on the exterior part of the equipment will be with cap head or cap nut
3.5 |Gaskets, seals, O |oo4 arades noritoxic material

3.6 |Vaiidation’

Validation port to-be provided to insert probes 'f_br temperature mapping

3.7 [All welds shall be. ground finish

4.1 |Shelf shall be of perforated '3type

4.2 |Microprocessor controller tnit with RID-for system control

File name: NPI-120310-EQP-DS-ING-01

2/4



“INTEGRATED VAGCINES COMPLEX.

. - Equipment Name | Incubator .
* ¥ HLRMITES e -
nl le Document No.  |DS-INC 02 118l s
Revision No. 00

Alarm : (Visual - Audio) _
4.3 1. temperature gver shoot of 2.5°C from set point
2. Alarm for prolenged doar opening

4.4 |RS-232 Computer Interface aflows femote data logging and monitering of the system

4.5 |The heat given off by the.unit must be stated (inside the room).

4.6 [Temperature mapping to be provided at the time of installation

4.7 | Temperature sensor (PT 100) shouid be provided.

4.8 Eqmpment Shall be compatible for cléaning with ail standard dlsmfectants

5.1 Trainlng!Demo for the users on the operatlon and cleanlng to be provlded

5.2 {Equipment should poses uanersaf_safety requirment.

“ 6. DiN 1_20_ Cias 3.1 {Temperature safety)

6.2 |IEC 61010-1 (Electrical safety)
6.3 IcGMP

6.4 CE-_certlf catlon

Follewing facilities must be provided to protéct personnel and equipment:

7.1 |Noise level should be below 80 decible at a distance of 1m from the equipment

7.2 [Chamber shall be insulated properly to maintain inner environment

7.3 |Appropriate closure of all parts.

7.4 Proper Earthlng is necessary

Foliowrng documents,but not limited to these,are experted from the vendor as part.of the supply package in
hard copy as well as editablg electronic file.

8.1 |I0Q Documents
8.2 |Operation and maintenance manuals shall beprovided along with 10Q documents during installation at. site

8.3 [Warranty Letter for1 year from the date of instaliation.

Calibration. certificate of critical instruments with respect to.the fraceable national reference standard
msirument and their callbratlon procedure

...

10Esc:o Therme screntlflc Bmder Memmert Eppendorf

NOTE: Accurate size and technical specification need to be mentioned by the vendor

File name: NPI-120310:EQP-DS-INC-01 3/4



E¢uipment Name

incubator

Document No,

DS-INC 02

;.:‘_ . a\,&?@sﬁa
Q1F-IN Mycoplasma | Negative aultur QiF021 18m2 2700
F4-INC 02-05 BCG Incubator F4G021 46m2. 2700
F4-INC 07 BCG Mt;fgﬁébé‘gt'e F4G041 40m2’ 2700
B1-INC 02 WMBB Seed Lab BIG109 18m2 2700

EhRlS
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Equipment Specification Data Sheet Equipment Name: Inspissator
Document No.: DS-INS 01 Revision: 00

. Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

F-EQ\ 9&66 R F4-INS 01 - 1

Mr. Krishna Amrutam Manager- Formulation, Fill & Finish 7 29.05-2aT)
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Project / En ineering
department _ - 2)~p b~2017

Head of the department
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n n e.@ Equipment Name |Inspissator fi’ﬁl Pyl

Document No. DS-INS 01

Revision No.

e
GMP/ GLP
3.2 |Temperature control Micropracessor with PID
3.3 |Display LED /LCE display shali be provided
34 g:sgrlaéﬁ_ng Temperature 8010 85°C
3.5 |Temperature range 51095°%C
36 gigg:;ﬁ:tl;zges_nlu_tion)- _O‘J °c
3.7 |Number of trays 3.or more adjustable and peiforated SS316L trays,
3.8 |Inspissating Capacity 450 bottles. in single layer.
3.9 |Water Heaters Two water heaters of-about 1.5 kw each shall be provided.
3.10 [Spare Heaters Two spare heaters shall be provided additionally.
311 |Air circulating fan To be provided in the center of nner chamber.
312 |Power supply |T6 be compatible to standard. Indian Power supply socket,
3:13 |Quaniity 1 No.
Dimensions (W x D x H). _
3.14 linternal Work area Vendor to specify
E

I

xternal dimensions

4.1 |External body Construction |Built of rust frée stainless steel sheet with heavy duty roller wheels.
42 |interhal body Constriction |S8 3161/85 304.
4.3 |Inner-bDoor Safety transparent door and closed system,Alarming system included.
4.4 {Outer Door Fully insulated-$S-door with Jock and handie
45 |Finishes _a}'Rounde'd Inner chamber comers. for easy cleaning
i - b) Design of the equipment should enhance cleaning by providing minimum sharp comers,
45 Gaskets, seals, Food Grade/ nontoxic material like neoprene or better.
o {-ring Use of Ashestos is prohibited
47 Expected operational hours 6 hrs
per day
4.8 [|Validation Validation port shall be provided.




INTEGRATED VACCINES COMPLEX
CHENGALPATTU

R .
n n em Equipment Name |inspissator #E[ pretegiiieg
Document No.  [DS-INS 01
Rews:on No. 00

Temperature mapping to be provided at the time of installaticn

5.1

5.2 |The body construction shall provide tempeariure stability,

53 The trays shall be removable froim main unit for easy loading of media bottles.

5.4 [Trays shall be positioned at an angle of 20 degres approx. fo provide slape to media.
5.5 The;to__ta_! heatup time of Inspissator shall be less than 2.5 hours.

5.6 .It shall have forced air circulation to achieve: uniformity of conditions,

57 |inspissator shall include a safety thermostat.

5.8 _-There should be independent over-temperature safety protection.

5.9 |t should have heavy duty roller wheels for stability and easy repositioning of inspissator
510 Afarm : (visual - Audio) Tor lemperalure deviation
511 [Equipment desigin must realize zere contamination,

5.12 [The heat/noise level given off. by the unit shall be ‘stated (inside the room).

5.13 |Vendor should pravide four electrical sockets for accessories.

5.14

The eguigment shall be compatrble for cleanmg with alf standard disinfectants

Follawmg facilities must be. prowded to proiect personnel and equxpment

8.1 |Appropriate closure of all parts

8.2 |Proper earthing is necessary

8.3 |Doors interlocking alarm {visual/ audio).

8.4 |Noise level should be beiow 60 decible ata distance of 1m-from the equipment

8.5 |For gserand operatlon safety prowde fixed cut-out fuse -and miniature: circuit breaker at the back of control unit.

\ Follomng documents ' but not ||m|ted to these, are expected from the vendor as part.of the supply. package in hard copy as

2 St i S T

well as editable electronicfile




CHENGALPATTU

n l leQ Equipment Name |Inspissator ' /g;(ﬁl b1 pevter D
ARG b T
Document No. DS-INS 01

Revision No. 00

9.2 |10Q document,

9.3 |Operation arid maintenance manuals-shall be provided along with 10Q documénts. during installation at-site.

Calibration cerificate of critical instrumenits with respect ta the traceable natienal reference standard instrument and their

84 | alibration procedure.

9.5 [Warranty Letter for Minimum 1 year from the date of instailation.

9.6 |Vendor should provide list of.s'téndard-s_ﬁare parts with ordering-information.

J

1.1 [Zenith, Jinta! and Grant.

NOTE: Acclrrate size and technical specification need to be mentioned by the vendor

T

A R el b o

Q1-INS &1

17-01-2017 Sarideep Kumar ' - New Bogument
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Equipment Specification Data Sheet

Document No.: DS-FMC 02

Equipment Name: Inverted Fluorescence

Microscope

Revision: 00

Project No.: 120310

QiF

Mycoplasma

Project Name: Integrated Vaccines Complex,
Chengalpattu

Q1F-FMC 02

. L

Mr. Krishna Amrutam

Manager - Formulation, Fill & Finish
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Inveried Fluorescence

it is used to. anaiyse the various types. of microbiological samples. Microscopes with an :nverted -siyle frame are
deszgned primarily for tissue culture appfications and are capable of producing fluorescence illumination
through an eplscopsc and optical pathway

Equipment Name Microscope F7BYL s
Documerit No,|DS-FMC 02
11}

Revision No.

3.2 |Type Fluorescence microscope (Binocular)
3.3 [Optical'systemy  [Infinity Corrected system
3.4 |Nose Pieces.type |Sextopule
35 |Eye pisces (F.O.V)]|10X
356 [Magnification 4X 10.40X and More’
37 |condensers Working Distance;72 to 80 mm; Universal condenser with atieast
: r 4 position turret to accommaodate various phase/ DIC rings.
3.8 In'te_rpupffl_ary 48mm to 75 mm-
Distance
8.9 Fluorescence flter Four ar more position
7 [turret '
3.10 {Fluro chromg FITG:
3.11 |Contrast methods [Bright field,phase contrast .
Fluorescence light |\, .. ... . . : "
. U : Hal X |
3.12 source alogen lamp, Mercury lamp {100W)
3.13 lobiect Should be operable with transmitied light and fluorescence.
) Jective Fluorite/Semi apochromatic working objective 4X; 10X, 20X and 40X
3.14 |Quantity 1 No.
315 [Powerrequired  [Compatiableto standard inidian powar
_ _ System o include PC suiting the application; The system should include high end.PC for-all
3.16 [PCandMonitor  the above applications.PC configuration should be capabie of operating.abovée mentioned
software.
217 |Camera Colour and moh_oc;hrofnatic cooled camera fo be attched on the
A ht microscope.minimum 5 megapixel
Op_eratgr Should have the arrangement to protect the operator from UV exposure.
Pratection

File name: NPJ-120310-EQP-DS-FMC:02
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INTEGRATED VACCINES COMPLEX CHENGALPATTU

" I __|Inverted Fluorescence
n n e . Equipment Name|yuo o scope FEBL - sagmee
' Document No.|DS-FMC 02

Fiews:on No.|00

5.1 |Binocular head should rotate 360° and inclined at 307 to 45° wﬂh interpupjllary and dmptrlc adistment.

Nose piece position should be, reversed, with knurled grip for easy operatien. Should be smooth-operation
andwith pogitive click stops.

Stage should be delivering a high level of fluid motion control and longevity. Motion must.be contrelled with a

5.3 right-hand. low-position-coaxial control and it should be drivén.by 4 rack and pinion systen.

5.4 |Stage and Nose piece movement shall be motorized

The. microscope should have two focusing knobs mounted together. Thelarge knob should be for éoarse

55 focus adjustment, The smaller knab should be-for.fine focus adjustment,

Condenser; Bright field, Abbe N.A. 1.25 with iris diaphragim and swing outfilter holder which shall be mioved
58 (through rack pinion. The condenser unit to incorporate high efficiency optical system for optimum ptilization o
light from low to high magnification;

The fluorescence microscope should have provision for taking photos of the samples under analysis and
5.7 |shoud bé-compatible to be connected and viewed through PC. Microscope camera and software shall be
offered from original equipmerit manufactirer for betier synchronisation.

5.8 |Eyepiece eyecup with a low brightness level should be provided in order to Suppress light reflection.

5.9 [Software should be compatrb e for multlple PC.

8.1 |The instrument must be portable

6.2 |Training /Demo for users on.operation and-cleaning:to be provided.

6.3 [Design of the equipment should enhance cleaning by providing minimum sharp cormers.

Dust cover for nosepiece and dust cover for eyepiece tube should be provided to cover unused

64 instrumentopenings:

6.5 |Cleaning cloth / paper should be provided to clean optical sufiaces.

.66 |Optional Atcessories:Go-Axial mechanical stage. Spare objettives, sub-stage Lamp for 220V,

Followmg iacllmes must be provided o protect personnel and equipment:

8.1 |Approprigie closure of all parts.

8.2 [Proper earthing is necessary.

Following decuments, but not limited to these, are. expected from the vendor as part of the supply
package in hard copy as well as eduable electronic fite

9.1 JOQ documents.

File name: NPI-120310-EQP-DS-FMC-02 Page 3/4



!n}n_arted Fi_uqrescence fi’% _—
Microscope £ P

Document No.|DS-FMC 02

Equipment Name

Revision No.|00

9.2 |Operation.and maintenance manuals shall be provided along with 10Q documents during installation at site.

9.3 [Warranty letterfor 1 year from thé date. of supply. -

Calibration ceftificatg of crifical instrument with respect to the fraceable national reference standard

94 instrument.and their calibration procedure,

9.5 |List of staridard spare parts.with ordefin_g__mfo'rrhaticn.

9.6 |List of change parts {if applicable} with ordering information

11.1 |Leica, Zeiss, Nikon, Olympus

NOTE: Accurate size and technical specification need to be mentioned by the vendor

i

Not applicable:

File name: NPI-120310-EQP-DS-FMC-02 Page.4/4
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Equipment Specification Data Sheet

Document No.: DS-UMC 02

Equipment Name: Upright
Microscope

Revision: 00

Project No.: 120310

B1 Hep-B

B1-UMC 02

Project Name: Integrated Vaccines Complex,
Chengalpattu
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lNTEGRATED VACCINES COMPLEX
CHENGALPATTU

n n e"’ Equipmient Name|Upright Microscope- f}eg‘[ S
' Document No.|DS-UMGC:02

Rewsmn No.{00

32 |Type |Binccular compound microscope with camera provision
3.3 |Optical systemi  |Infinitly Corrected system

3.4 |MerPUPE. Lagmm - 70 mm

3.5 |Quaniity 2:-Nos

3.6 |Dimensioris. Vendor to specify

3.7 _Powgr . To be compatible 1o standard indian Power supply sockets:

requirement
‘3.8 Lig_ht'.'Source White LED

Nose Piece should rotate 360° and Blnocuiar head should be 1nc||ned at 30° to 45° Features interpupillary -
and dioptric adjustment.

5.2 |Magnification of the microscope-should be 4X,10X,40X and 100X.

Nose piece position should be reversed with knuried grip for easy operaticn. Should features smooth
operation with positive click stops.

5.4 |Stage: Fixed plane stage with specimen holder and should be provided X and Y movement.

|Stage should be delivering a high leve! of fluid motion control and longevity. Motion must be controlled with a
fight-hand low-pasition coaxial control and it should be driven by a rack and pinion system.

Focusing movemerit should be coaxial, low-position coarse and fine focus controls; it should be graduated to
2 microns per division; fitted with safety autostop. Range shouid be + 20mm

The microscope should have two focusing knobs mounted together. The large knob should be for coarse
focus adjustment. The'smalier knob should be for fine focus adjustment.

Condenser:Bright field, Abbe N.A.-1.25 with iris diaphragm and swing out filter holder which shall be mcved
5.8 |through rack pinion. The condenser unit to incorporate high efficiency optical system for optimum utlllzatlon of
light from low to high magnification.

5.9 |Holders: 35mm diameter petri dish holder, universal holder, glass slide holder,Haemocytometer hoider.

56

37

5.10 |All external parts of the microscope should be disinfectabie.

5.11 |Eyepiete eyecup with a low brightness level shauld be provided in order 1o suppress light reflection.

512 White LED lamp for illumination shall be provided

File name; NPI-120310-EQP-DS-UMC-01 Page 2/3



INTEGRATED VACCINES COMPLEX,
CHENGALPATTU

n n e“’ Equipment Name|Upright Microscope f}'ﬁl P

Document No.|[DS-UMC 02

Revision No.|00 _
Dust cover for nosepiece and dust cover for eyepiece tube should be provided to cover when equipment not
in use,

8.3 |Cleaning cloth / paper should be provided to clean optical surfaces,

6.4 |Accessories tobe provided:Co-Axial mechanical stage, Draw tube, spare objectives, sub-stage with LED.

8.5 |Training./Demo for the users on.operation and cleaning to be provided.

supply package in hard copy as well as editable electronic file

9.1 [10Q documents.

9.2 [Operation-and maintenance manuals shall be provided along with |0Q Documents during installation at site.
9.3 [Warrenty fetter for 1 year from the daie of supply. '
Calibration "ce.'rtiﬁcate: of critical instruments with respect to-traceabie national reference standard instruments

11.__ eica‘ Zeiss; Nikon, Olympus.

NOTE: Accurate size and technical specification need to be mentioned by the vendor

B1-UMC 03 MBR-HIB Seed l.ab B1G109 18m2 2700

File name: NPI-120310-EQP-DS-UMC-01 Page 3/3
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Equipment Specification Data Sheet Equipment Neme: Invaried
Microscope

Document No.: DS-IMC 02 Revision: 00
Project No.: 120310 Project Name: Integrated Vaccines Complex,
Chengalpattu

R1-IMC 02-05

Mr. Krishna Amrutam [Manager- Formulation, Fill & Finish 21-05-20]

User department:
MR Ku,ld .IP Manle A M 12 7% rdovT
Project / Engineering
department

Head of the [} R

department: MR

Wi‘;/ 12-0b- do\ 3
e \ DB |2 sb-00

Project Authority S — e
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INTEGRATED VACCINES COMPLEX '
CHENGALPATTU

n new Equipment Name|Inverted Microscope FIBYL viooroinims
Document No.|DS-IMC 02
Revision No oo

3.2 (Type Inverted microscope (Binocular)

3.3 |Opticat System |Infinity corrected system
3.4 |Noise Pieces  |Quadruple{Minimum)
T o
. 3.6 |Magnification |4X:io 40X

3.7 |Condensers Workin_g Distance 72 mm to 80 mm.

3.8 [Contrast MethodBright field,Phase Contrast.

3.9 |Quantity 4 Nos.

3.10 Power requnred To be compatlble with standard Indlan power supply sockets.

Bmocutar head should rotate 360° and :ncllned at 30" to 45°, Features :nterpuptllary and dloptnc
adjustment.

5.2 |Minimum magnification of the microscope should be 10X replace by 4X.

The following specification should be provided ;

&) lllumination light - white LED/ Halogen.

b) Focussing: Coaxial coarseffine focusing:

c)Tubes: Binocular tube (within main body).

d) Holders: Petri Dish Holder, Universal Holder, Terasaki Holder ,Slide Glass Hoider, Hemocytometer

Holder.

5.3 Stage: Fixed Plane stage and attachabte mechanical stage to be provided and should have X:and Y
rmovement,
&) the inverted microscope should be capable for observing cell culture flasks (T25,T75 and T175) roller
culture bottles (850 cm? botiles with 110mm diameter) and 10 layered.cell factories/cell stacks (Height = 19
cms). 96 well plate:
f) All external parts of the microscope should be disinfectable:

5.4 Nose piece position should be, reversed, Knurled grip for easy operation. Should feature smooth operation

" |and with positive click stops..
55 Stage should be delivering a high ievel of fiuid motion control and fongevity. Motion must be controlled

with a right-hand fow-position. coaxial control and it should be driven by a rack and pinion system.

File name: NP}-120310-EQP-DS-IMC-01 Page'2/4



INTEGRATED VACCINES COMPLEX;
CHENGALPATTU

n n ee Equipment Name|Inverted Microscope i'i'!gl pipome
- Document No.|DS-IMC 02
Revision No.|00

The microscape should have two focusing knobs mounted together. The large knob should be for coarse

58 ltocus adjustment. The smaller knob should be for fine focus adjustment,

5.7 |Eyepiece eyecup with a low brightness level should be provided in order to suppress light reflection.

5.8 [Provisionfor Camera attachment should be.provided.

5.9 |Provisionfor epi fluorscence attachment should be provided.

5.10 Equment shall be compatlble for cleanlng with aII standard d|smfectants

The mstrument must be portable.
6.2 Dust _cover fornosepiece and dust cover for eyepiece tube shiould be provided to cover the equipment
= lwhen not in use.
6.3 [Cleaning cloth / paper should be provided to clean optical surfaces.
6.4 |Accessories to be provided :Spare Fuses, Draw tube, spare objectives, sub-stage white LED Lamp.
6.5 Traln:ng ,-‘Demo for users on. operatlun and cleanlng to be prov;ded

L T A

CEcertlfcatmn e e . :

e ey e

Followmg facﬂltles must be prowded to protect personnel and equ;pment

8.1 |Appropriate closure of all parts.

8.2 Proper earthmg Is necessary

Followmg documents but not’ llmlted to these are expected from the vendor as part of the supply
package.in hard copy as well as editabie electronic file.

9.1 [I0Q documents.

Operation and maintenance manuals shall be provided along with 10Q decuments during installation at
site:

9.3 |Warranty letter for 1 year from the date. of supply.

Calibration certificate of critical instrument with respect o the traceable naticnal reference standard
mstrument and the;r calsbratlon procedure

| '1 Lelca Zelss N|kor|0|ympus

NOTE: Accurate size and technical specification need to be-mentioned by the vendor,

' Celi culture
(Measies)

File name: NPJ-120310-EQP-DS-IMC-01 Page 3/4



INTEGRATED VACCINES COMPLEX,
CHENGALPATTU

n n e@ ‘Equipment Name|Inverted Microscope ff’ﬂ[ ooy

Document Neo.[DS-IMC 02
Revision No.|00

R1AMCO3  |Measles gk;;evatm R1GO57 4800X2095 2700
RI-MC04  [Measles Obsevation r1Goss 3500X2350 2700
R1-IMC 05 Measles Eutfﬁa Vinis - lp1G10s 5900X2530 2700

Not appltcable
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Equipment Name: Cryogenic storage

Equipment Specification Data Sheet

container(LN2)

Document No.: DS-CSC 02 Revision: 00
" . Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

R1-CSC 02-09

MrSandecp Kumar Process Engneer | S0 0 [ot-0500n |
M. Yogesha M Process Engineer [P R0 St Jay-osaon)

Manager- Formulation. Fill &

Mr. Krishna Amrutam Finish (DY R APy

User department:
MR Kwiel ) p Mane AV 2020

Pro;ecthngLneenn.g department _ . - 19. 06. 20

Head arlment
ﬂs % Lum AR
) i SRR P Dy g Q3-0ht)
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The Cryo storage {LN2) container shal! be used to cryoprese

"GHENGALPFATTU

Cryogenic storage
container{LN2)

Equipment Name

Project #|120310

PR

Document #|D8-CSC 02

Minimum 2000 viais

3.2 [Systém Capability
3.3 [Storage Capacity Ta store 1.2 ml, 2m{ and 5 ml cryovials arranged in a secondary SS container
3.4 [Sytorage Type Manual {oading of vials into the container
No.s of 2m] vials per - :
35 canister/rack Vendor to specify
3.6 Canist‘en‘ Storage rack Vendor to specify
: capacity
‘3.7 |No.of. Canisterf rack. 4 (minimurm}
3.8 |Static evaporation rate Vendor to specify (with no product load)
3.9 [Static Holding time: Minimum 80 days
3.10 |Vessel exterior dithensions [Vendor to specify
3.11 |Rack Dimension Size should be suitdble to store arolind 2000 ‘vials of required capacity,
3.12 |Quantity %s L{‘.‘NI?S
3.13 Opera_ti'Ona'l' Parameters’ Temperature : - 196-°C
8} Piovision to ensure that-cryovials are stored at vepour phase of nitrogen with physical
. o _ separation from contactwith liquid nitrogen,
3.14 |Slorage requirements '

Should have easy access to the sfored vials.

cryo-vials

Shiould have full width fop 'opéning_, compatibie/suitable for storing and retrieving. secondary S5 containers containing the

5.3 I'Castor wheels’- should be made of heavy duty cGMP compliant material.

5.4 |Should be suitable to be comfoﬂé_biy transported, placed and operated in the specified area

Filg name: NPI1-120310-EQP-DS-CDM-01
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INTEGRATED VACCINES COMPLEX,
CHENGALPATTU

. L _|Gryogenic storage —
n new Equipment Nante containar(LN2) i&{g[ S

Project #]120310

- T :

S mesdE

. ...

SOf uch.as (i.€ not fimited to)-SS square shaped ¢anister racks,
ryovials, LN2 fransfer hose, cryoprotective gloves and safety

oul

v .. .

8.1 |Container cpening should be lockable. to prevent unauthorized usage

TR ﬁdg‘kf..w‘}é- .,tk:{,. i
supply package in hard

copy as well as editable electronic file

9.2 MOC cerfficates for ali the metailic-and rion metallic parts are required

8.3 }Q, 0Q documentation

9.4 |Surface finish certficates

9.4 |Leak test for LN2 and Vacuum certificates

9.6 |Certificate of confirmity to confirm whether the required spacification. are meat {validatfoh.db&:u'me_nt}

9.6 [Test certficates and calibration ceriificates

9.7 [Certification: CE {Europgan Confirmity) certfication

L e ST e T :
0 e e e

o S SR B e i SR e i
B iy e

Themo Fisher Scientific, MVE,STATE BOURNE Cryogenics, Marathon

NOTE: Accurate sizé and technical specification need to be mentioned by the vendor

it

G

T%@%ﬁ?@hé :
%‘?ﬁ&m
el e

: 28 3

4350X41

;]

R1G083 a

RA-CSC 02:09 Measles LN2 Stofdge
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INTEGRATED VACCINES COI'h;lPLEX,
CHENGALPATTU

R . Crngenic_'s'torag;e. -
nne | e T

Project#[120310

Document #|DS-CSC 02

_%Qﬁ‘ e : E’f : = ' e : B ._&&ﬁi&:ﬁ._i e
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Equipment Specification Data Sheet Equipment Name: Magnetic Stirrer with heating
Document No.: DS-MGH 02 Revision: 00

. . Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

F4 BCG F4-MGH 02 - 1

Manager - Formulation, Fill & Finish

Mr. Krishna Amrutam

24-95 201D

artment: .
o ©T~0b-301)

Project / Er‘glneerlng

189 b1

AA-06- 20()
3305 Ay~
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n neg Equipment Name|Magnetic Stirrer with heating ff?[ﬂww

e ' R i o
INTEGRATED VACCINES COMPLEX CHENGALPATTU

Document No.|DS-MGH 02

Revlsion No.

Tab!e top cGNIP w1th heatmg

3.1

32 ?J\;m;rgi;nH, ) Vendor to specify based on above mentioned capacities.

3.3 |Features Flat Surface LED display and timer required

3.4 iSfiming volume, max |One unit'of equipment fo hold and operate with full capacity of 1.X 20 liter glass bottle,

3.5 |Stirring speed 0-100C RPM for 20 L

3.6 {Temperature Range Ambient to 200 “C with heat control accuracy-of +5°C

37 |Display LED Display

3.8 |Power requirement  |To be compatible to standard Indian Power Supply socket
Quantity -
——

| 4.1 | Tp’_'pate T | 58.34; F_Iat.srfc_:e-
4.2 |Outer body cGMP compllant

The extemai surface ofthe equment should be easily- dlsmfectable with standard disinfectants,: and resrstant to corrosion and

5.1 chemicals.. Stirrer should have smocth corners for easy cleaning

5.2 |Vibrations produced by the equipment.during operation should be nil or minimum and should be specified by'the' vendor.
5.3 |Auto restart to set vaiues upon power failures

5.4

High magnetic adhesion preventing decoupling of stir bars

Standard accessories: 5 No ] F'TFE coated magnetlc stlrnng bars sunable to 20L to be prowded for each equment

PTFE withdrawal system _fo'r magnetic stirting bars to.be provided for each equipment.

Training/Demo for users on operatlon and- cleanlng 4o be provided.

o

: ,\éﬁ% A - T o e e e -
CE cerhflcatlon
S e R

; g&mﬁw O RTT ST B EEs G

Fdllowing facilities must be provide to protect for personnel and eguipment:

8:1 |Properearthing should be provided,
8.2. iNo sharp edoes/ corners, crevices, pin holes in the equipment:
8.3 |Appropriate closure of all parts’

File name; NPI-1 '2031'0-EQP-DS.-M_G_H':D_2 Page 2/3



n n e-_Eﬂ Equipment Name Magnetic Stirrer with heating i“}‘}:ﬁ .|

Document No.[DS-MGH 02

copy as well as editable electronic file

8.1  [I0Q documents _

g.2 |Operations and maintenance manual shall be provided _a_iong with [0Q documents during installation af site

9.3 |Warranty letter for 1 year from the date of supplpy.

9.4 |Material test certificates

95 Cz_a’!ib;a@io__n ceﬁ:ifi;ates of critical instruments with respect to.the traceable national reference standard instrument ahd their
* |cdlibration procedure,

9.5

List of standard spare parts with ordering information

i
]

TR
il

T

Not applicable

’ﬁ%ﬂg Ca

: ] 3 G
iy £ ity . e
CaET ,gvs i P ST
,%-:5.,3 RS e SR
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Equipment Specification Data Sheet

Document No.: DS-MGS 02

Equipment Name: Magnetic Stirrer

Revision: 00

Project No.: 120310

Project Name: Integrated Vaccines Complex,

Chengalpattu

F4 BCG F4-MGS 02-03 - 2
R1 Measles R1-MGS 02-04 - 3
B1 MBB (Hib) B1-MGS 02-12 = 1
B1 MBB (Hep-B) B1-MGS 02 20L 11

woYooura s [engneer-prcess [/ Gl 4=

Mr. Krishna Amrutam

Manager - Formulation, Fill & Finish

Q2 1~05~anl)

B B

mft e department/a

Dr 12-0b-201)
Us partment: «
B oNo AN % 12-0b-201)
User depdrtment:
MR Kildip Mane A W N~9b-2009
Project / Engineering o
department v/| 0. Dpp b-2017
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eadcof the dedafmant/oV™ —Ne ' ~06-20
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Document No.: DS-MGS 02

Equipment Specification Data Sheet

Equipment Name: Magnetic Stirrer

Revision: 00

Project No.: 120310

Project Name: Integrated Vaccines Complex,

Chengalpattu

Head of the department

MR Y- R« husmaRAr

DA,

22 0ol F—

Hea ?M?

Project Authority-

(QA)

A. 8w@~

A2-0b-00\§
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n n e“D -Equipment Name|Magnetic Stirrer ﬁ{dg p——

F4-MGS 02 03 to hold 1X15 & x5 L glass hottle/ unit of dia 300 mm
-W

INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Document No.|DS- MGS 02

Rewslon No 00

2.2 |R1-MGS 02-04 t_o hold 1X20L glass bottles unit of dia 300 mm
23

B1 MGS g2-12 fo hold 1X50 L glass bottle/ Carboy unit of dia 400 mm

Table top cGMP, wnhout heating

3.2 (E‘)Uivm;rg_i;nH_i mm) Vendor to specify based on above mentioned capacities.

3.3 |Features Flat surface;for 20 L capacity LED display and timer required

3.4 |Stiring volume ;max  |One unit of equipment to hold ‘and operate with full capacity of 1 X 20 liter glass bottle.
3.5 |Stisring $peed 0-1Q00 RPM far 20 L; 100-1500 RP¥M for5 L

3.6 |Operating Temperature 4C-37°C

3.7 |Power requirement |To be comipatible to standard Indian Power Supply socket

38 g:sni;ilﬁrsof-stirring one

39 [Speed control Vendor ta specify
3.0

Quantity 17 Nos,

Top plate SS 304 Fiat surface

main body |eeMP compliant

i The external srface of 1he equxpment should bs reslstant to GOITosion and chemlcais Stlrrer shculd have smooth corners for

51 easy cleaning.

5.2 {Vibration produced by the equipment during operation should be-nil or minimum and should be specified by the vendor.
53 [High magnetic adhesion preventing decoupling of stir bars

54

Auto restart to set values upon pawer failures

Standard accessories : 5 Nos F'TFE coated magnetlc stmlng bars sunable to the capac:tles (5L and 201_] to be prowded with

6.1 edch equ:pment
6.2 |PTFE withdrawal system for magnetic stirring bars to be provided for each équiprient

Tramsnngemo for users on operatlon and cleanmg to be prowded

File name: NPI-120310-EQP-DS-MGS-02 Page 3/5.



INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Document No,|DS- MGS 02

Revision No.|00

AR

n ne@ Equipment Name Ma'g_netic-Stirre'r _ f}'ﬁl T

8.1 |Proper earthing shouid be provided..

8.2 |Appropriate closure of ail parts.

F

8.3 |Nosharp edges/ corners, crevices, pin holes.in the equipment.

R e =
JEICLH L SR il B )
e e e GE e

Following documents, but not limited to these,are expected from the vendor as part of the supply package
hard copy as well as editable electronic file

in the

9.1 [IOQrdocumenis

9:2 |Operations and maintenance manual shall be provided along with 10Q documents during installation at site shall be provided

9.3 [Warranty letter for 1 year from the date of supply.

‘9.4 [Materiat test certificates

calibration procedure.

Calibratior cerfificates of critical instruments with respect to the traceable national reference standard instrument and their

8.6 |List of standard spare paris with ordering information

11.1 |IKA Mettler Toledo, Sartorious, Schimadzu

NOTE: Accurate size and technical specification need 1o be mentioned by the vendor

F4-MGS 02 BCG Harvest8Purfi | ¢ynyy 42m2 2700
cation
F4-MGS 03 BCG Vial filting area F4G040 111m2 2700
R1-MGS 02 Measies Media Prpn room | R1G042 5400X3095 2700
R1-MGS 03-04. Measles” Cell Culture-1 R1G071 3800%4500 2700
R1-MGS 03 Measles Disinfectant FoGo24 | 2380 X 4910 2700
Preparation : :
B1-MGS 02-04 MBB Polysaccahride | 5,5 a0 58m2 2700
- purification room. '
B1-MGS 05-07 MBB Conjugation& B1G133 43m2 2700
' ' Purification ' - -

File name: NP}-120310-EQP-DS-MGS-02
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Equipment Name|Magnetic Stirrer

Document No.|DS- MGS 02

Revision No,[00

B1-MGS 08-10 MBB Media Prpn toom | B1G118 38m2 2700

B1-MGS 11 MBB Buffer Staging B1G124 10m2 2700
room : :

B1-MGS 02 MBB-HepB Media Prpn-room BIGO1S 44m2 2700

el
e

i £

ﬁé’é"‘i’i‘-{ :iﬂ% o "35"'
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Equipment Name: Micro
Aerophilic Condition Incubator

Equipment Specification Data Sheet

Document No.: DS-MAINC 01 Revision: 00

Project Name: Integrated Vaccines Complex,

Project No.: 120310 Chengalpattu

Q1F Mycoplasma Q1F-MAINC 01-02 150-170 2

: ,

Mr.Krishna Amrutam Manager - Formulation, Fill & Finish

Userd ent: N
Hn%hfy TER e DM '\J*ﬁ{ru—' Ob -0b-Q01)

Project / Engineering
department \¢

15-06-201)

Head of the department g;u___,_,

%Ebﬂpmmm - =M [N Sa-Dbrdal)
Head of the department 8\”

@), ks | 24-0b-do17
Project Autharity A
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S s
INTEGRATED VACCINES COMPLEX, CHENGALPATTU
n n ee Equipment Name| Micro Aerophilic Condition Incubator f)“\'.gl
e Document No.|DS-MAINC 01 S
Revision No.[00
e o D e
i , : ...
1. The incubator sha
e e, BT
2.1 [Q1F-MAINC 01-02
31 |Model cGMP Incubator
32 |Type Standard
Utility (Compressed _
33 airfgas) Co2,N2
3.4 |Shelves 3-5 Nos (adjustable); prefrebly Perforated SS 304 shelves or better
3.5 [Temperature range. 5°C-50°C
3.8, [Temperature control +0.1°C
3.7 |Temperature Uniformity {£ 0.3 °C
3.8 |Temperatire Controlier |Vendor to Specify
39 [JacketType Air Jacketed System
3.10 |HeatType Direct heat
3.1 |CO2 Range 1%t 20%
3.12 [CO2 Sensor IR
3.13 |CO2 Controlability +0.15%
1, |Humidity Delivery - .
314 Sysylem e Vendor to Specify
3.15 Relative Humidity of the 9545%
Chamber
3.16 |Alarm System Vénder to Spacify
3.17 |02 Range 1- 21%
3:18 |02 Sensor IR
319 102 Controlability +0.15%
3.20 [Data Output Vendor to Spegify’
5, |Sterilization Cycle o
321 Temperature 180 °C
 a s ISterilization Cycle. : . _
3.22 duration Less than 12 Hours
323 |Disinfection Time Vender to Specify
'3.24 |Display Unit LCD or Better
3.25 {Interlocking Electromagnetic door_-interlbcking
_ Dimsnsion (Chambet L
3.28 size.external size) As per the volume specified ahove

Filz name; NPI-120310-EQP-DS-MAINC-01
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r L Equipment Name| Micro Aerophilic Condifion Incubator ' R
nne - FIBL sz

[NTEGRATED VACCINES COMPLEX CHENGALPATTU

Document No.|DS-MAING 01

Revision No,|00

327

Quantity 2 nos

3.28

Power Requnrement To be compahbie to standard Ind|an power supply sockets

Externei bod

41 cons tructl_on cGMP Compliant exterior
42 |lnternal body SS 304 (Electropolished) or Betier
Construction
4.3 |lnner Door Safety transparent door
a) Rounded inner chamber corners for easy cleaning
44 |Finishes b) Design of the equipment should enhance cleaning by providing minimum sharp corners,
- nishe minimum crevices and smooth finished welds joints _
<) All.bolts, nuts on the exterior part of the equipment will be with cap head or cap nut
45 |Gaskets, seals, O-ring |Gasket - Silicon ,Seals &0 rings - Food. Grade/ nontoxic material;
46 [Validation Validation port to be provided to insert prabes for temperature mapping
47

| Shelf shall be of perforated type

AII welds sheu be ground finish

5.2 [IMicroprocessor controller unit with PID for system control

53 |Atarm System (Augio- |!- temperature” over shoot of 2.5°C from set point

5.4 |Visual) 2. Alarm fer prelonged door opening

5.5 |RS-232 Computer Interface allows remote data logging and monitoring of the system
5.6 |The heat given off by the unit must be stated (inside the room).

5.7 {Temperature mapping to be pravided at the time of instaliation

5.8 |Temperature sensor (PT 100) should be provided.

Equment shall be compatible for cleaning with aﬂ standard disinfectants

Trelnlng!Demo for the users on the: operatlon and cleanlng to be provided.

_ DIN 12880 Ctass 3.3 (Temperature safety)

Equrpment shouid poses unweree[ safety requirment,

7.2 [IEG 61010-1 {Electrical S'afe’fy)_
7.3 |cGMP
CE cert|ﬁcat|on

Followlng fac| ities must be prowded o protect personnel and’ equmment

8.2 [Noise level should be below 60 decible at a distance of 1m from the equipment
8.3 |Chambershall be insulated properly to maintain inner environment

File name; NP1-120310-EQP-DS-MAINC-01 34
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Documerit No.

INTEGRATED VACCINES COMPLEX, CHENGALPATTU
n n es Equipment Name| Micro Aerophilic Condition Incubator )’1’3[ o

DS-MAINC 01

Revision No.|00

e

Fellowing documen

e

T
e

calibration procedure.

91 |as editable electronic file.

9.2 |10Q Documents

9.3 |Operation and maintenance manuals shall be provided along with 10Q docum_ents during installation at site;

9.4 |Warranty Letter for 1 year from the date of instailation.

95 Calibration certificate of critical instfuments with respect o the traceable nationaf reference standard instrumerit.and their

= éﬁ;‘gﬁ‘
sl |

e
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T
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[

e
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Equipment Specification Data Sheet Equipment Name: RT PCR

Document No.: DS-RT PCR 02 Revision: 00

Project Name: Integrated Vaccines Complex,
Chengalpattu

Project No.: 120310

Q1F Mycoplasma Q1F-RT PCR 02 - 1

Manager - Formulation, Fill & Finish i ' 20 ~05 2017
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INTEGRATED, VACC[NES COMF’LE_ (

CHENGALPATTU
nn e” ‘Equipment Name|RT PCR FABYL i
| S Documient No.|DS-RT PCR 02 '
Rev;smn No. o0
11 Real Tsme PCR.machme WI|| be used to perform real time ampllf catlon of DNAIRNA-samples' by poiymerase
o cham rectlon Real Time. PCR machme is to be supported wnh PC wﬂh mbunt soﬂware for data analysm
Block format to hoid 96 samples
3.2 |Reaction volume |20 to 50l reactior: volume
3.3 (Dynamic Range: |10 orders of magnitude/¢ logs
34 Temp e‘ratu're ambient to 99
: Range:
35 Temperature. 10.50°C
’ Uniformity: =
o Tem perature e ot o
35 Remp Rate: up te 2.5°C/second
a7 [|Heatedlid _ 100 °C for peitier based thermo cycler
{emperature
38 Multipl_g‘);’ing 2to 5
" |capabilities.
3.9 |Sensitivity to detect 1 copy of target-sequence
21 |Heating/ cooling . - _
310 methad peltier based or rotary format
3.11 |Excitation source: |[Tungsten-halogen lamp or LED
3.12 |Detector: CCD{pho’todiodes!photom ultiplier
Memory (Storage
3.13 |of programs and  |on board- vendor to specify
Program runs)
3.14 |Dimension,mm vendor {o specify
315 |Cower to be compatible for standard indian Power Socket
Reqiirement
3.16 |weight vendor to specify
317 [Quantity 2 Nos.
41 |[MCC vendor to specify

File name; NPI-120310-EQP-DS-PCR-02

Page 2/4



n n e"" Equipment Nare|RT PCR FABL s

TECRATEDVaconics COMPLEX,
CHENGALPATTU

Document No.|DS-RT PCR 02

Revlsmn No.|0o

Equnpment shal! facllltate easy cleaning and malntanance wuth standard d1srnfectant

5.1

59 PC based result viewing and intefpretation of resuits. Hence standalone PC and UPS to be provided with inbuilt
™ |software. '

5.3 |Software to control the instrument operation, -and cofiect and analyze the data generated

_5'._4-'

Swtable to run expenment based on Taqman probe Sybr green assay

Tralnlng and demo for tser on operatlon and cleaning to be provided

6'.'1

8.2 Software to support Multiplex analysis Up to 2 fargets per well, Data analysis of PCR quantification through
" [standard curve; melt curve analysis;, géne expression analysis by relative quantity, end point analysis, etc

6.3 Consumable and accesseries to be provided thh the machine, a!ong with- ordenng lnformanon

7.1 |CE Certifi catlon

21 CFR Part 14

Followmg facilities must be prov:ded to protect personnel and equipment:

8.1 |The equipment shouid be integrated Wwith audio or visual alarm in case of any failure/errors
8.2 |Appropriate clousure of all parts
8.3

Proper earthmg is neccesery

Followmg documents but not Ifmlted to these, are expected from the vendor as part of the supply
package in hard copy as well as editable electronic file.

9.1 [10Q documents.

9.2 |Operation and maintenance manuals shall be provided along with 10Q Documents during installation at site.

9.3 |warranty cerlificate for one year from date of supply:

9.4 C_al'_ibrat‘i_on certificate of critical instruments with respect to the tracable national reference standard instrument
and their calibration procedure,

Vendor should prowde list.of standard spare parts with ordenng mformatlon

AB BIORAD QUAIGEN

NOTE: Accurate size and technical specification need to be mentioned by the vendor
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INTEGRATED VACCINES COMPLEX,
CHENGALPATTU

n n.e@ | Equipment Name{RT PCR [y’g[ i
Document No.|DS-RT PCR 02 R

no kﬁvﬁﬁ%‘% 6 ICH

New docurnent

Nof applicable
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= = . Equipment Name: pH Meter and conductivity meter
Equipment Specification Data Sheet (Benchtop)
Document No.: DS-PHM 02 Revision: 00
; . Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

B1 MBB B1-PHM-02-05 - 4

F4 BCG F4-PHM-02 - 1
Mr. Sandeep Kumar Engineer - Process Q - -~ J8+05". 20Y)
Mr. Yogesha MJ Engineer - Process fov - ‘fr,g-d»’“" 26,9520
Mr. Krishna Amrutam Manager- Formulation, Fill & finish Z “‘m 23- 0520y
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Equipment Specification Data Sheet

Document No.: DS-PHM 02

Equipment Name: pH Meter and conductivity meter

(Benchtop)

Revision: 00

Project No.: 120310

Project Name: Integrated Vaccines Complex,
Chengalpattu
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B1- PHM £2-05 o -

CHENGALPATTU

Equipment Name|P' eter and conductivity
auwe meter (Benchtop) fi’ﬁ N
Document No.|DS-PHM 02 et
Revision No. |00

s
) -~=

F4- PHM 02 ¢

Dlgltal benchtop type with |nbm|t pnnter

Basic ¢cGLP waterproof model, combined glass electrode with supporting stand

Quantity

3.3 |Display type pH; temperature,Conductivity 4 digit LCD with back light”
3.4 lpH range 0.00.- 14.00
4.5 |PH Resolution and {Resolution:-0.1, 0.01, 0.001 _
" |Accuracy Voitage range, £ 1200 mV, Accuracy £ 0.01%
3.8 |Conductivity range [0.001 to 868988uS/cm
Coenductivity - ;
: e Resolution:- 0.01 pSto 0,1 mS
3.7 |Resolution and Accuracy +0.05%
Accuracy
3.8 |Temperature range |- 510105 *C
~ {Temperature o
3.9 {resolufion and Resolution: 0.1 °C, Accuracy; £ 0.1 °C
Accuracy
3.10 [Calibration minimum 3 points uptc 6 points
Expected _
3.11 |opérational hours |24 hrs with stand-by mode
per day
3.12 |Power requirement | To be compatible to standard fndian power supply socket
3.13 5 Nos

Glass Electrode

The: giass electrode must hé mede from Boroelllcate glass far pH probe and
conductivity probe.

Body of the meter

The pH & Conductlwty meter must be microprocessor based precisitn wrth automatlc temperature
compensation and digital interface.

Powder coated or Vendor to specn‘y

5.2

The meter must have, stand with flexible arm, Electrode hoider and universal power adaptor.

53

Simultaneous measurement of pH and temperature

File name; NPI-120310-EQP-DS-PHM-01
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INTEGRATED VACCINES COMPLEX,
CHENGALPATTU
pH Meter and conductivity

n n e-e_. Equipment Name meter (Benchiop) f#ﬁ[ HLpTEC LA

Document No.|DS-PHM 02

Revision No.|00

5.4 |Instrument should be capable of Multipoint calibration with max. 3 buffers as per USP ranges.

5.5 |Ready made buffer solution of 4,7,40 and Conductivity to be provided - One set.

56 |Automatic temperature compensation. for pH measurements.

LCD display to show the pH,Conductivity and temperature readings, audible beep indication during valid key
operaticn.

5.7

Expanded memory to store and recall minimum upto 50 data sets, calibration datawith date-and time,

5.8 calibration reminder alarm

5.9 | PH & Conductivity Spare electrode to be provided

5.10.|The equipment shall be compatible for cleaning W|th aII standard dlsmfectants

8.1 |Power: AC adapter AA batteries (optlonal}

8.2 |Interface: USB or RS 232 for data collection

should nave a \n-built pkmt_e__r for on the spot printing. ex. pH,Conductivity, temperature, date and time
intervals

6.4 {Easyand convinient to operate, printing condition by pressing buttons on the equipment

8.5 [Training/ demo for users on opsrations shall be provided.

5.6 Thermo paper rolls with the all accessories of pH meter should be supplled

Followmg facllltes must he prowded to protect personnel and equipment:

8.1 [Proper earthing is necessary

8.2 |Appropriate closure of all parts.

8.3 |On power failure equipment should come in failsafe condition

FO"OWIDQ documents but not Ilmlted to these should be supphed by the vendor as part of the
su_pply package in hard copy as well as editable electrenic file

8.1 |10Q documents.

Operation arid maintenance manuals shall be provided along with 10Q documents during instaliation at the

92 |dite

9.3 |Warrenty letter for 1 year from the date of supply.

Calibration certificate of critical instruments with respect to the traceable national reference standard

9.4 instrument and their calibration procedure

9.5 |NPL traceable Calibration certificates and calibration procedures
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Equipment Name

pH Meter and conductivity
meter (Benchtop)

Document No.

DS-PHM 02

Revision No,

00

e
‘*lf

T

" .

e
Epa i B R

B1-PHM 01 MEBB-HepB Fermentation | B1G007  |[154m2 2700

B1-PHM 02 MEBB-HepB AdsorpliondD | gy nasg |58ma 2700
-esorption

B1-PHW 03 MBB:HepB Media BIGO1Y  [44m2 2700
Preparation

B1-PHM 04 MBB-HepB Wash BIGO26  |32m2 2760

F4-PHM 01 BCG Media F4G009  |54m2 2700
Preparation

T

T T THE s
a‘m. 0}»,1‘5,.;- T
= S i T

S
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#Equipment Specification Data Sheet Equipment Name: pH Meter (Benchtop)

Document No.: DS-PHM 02 Revision: 00

Project No.: 120310 Project Name: Integrated Vaccines Complex,

Chengalpatiu
QiF Mycoplasma Q1F-PHM 02 - 1
Rt Measles R1-PHM 02 - 1
B1 MBB-HiB B1-PHM 02-07 - 6

Ms. Niharika Ruhela Engineer - Process m 99-05-20Y1

Mr. Krishna Amrutam Manager - Formulation, Fill & Finish
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INTEGRATED VACCINES CO.MPLEX, CHENGALPATTU

n n e@" _ Equipment Name|pH Meter (Benchtop) i‘;’ﬁ[ TP b

Document No.|DS-PHM 02

Revision No.[00

To deter ond
2.1 |Q1F-PHM 02

2.2 {R1-PHM 02

B1-PHM 02-07

P ]

Type Digital, berichtop type with inbuilt printer
3.2 |Model Basic ¢GLP waterpraof model, combined glass electrode with s_up_por_ting stand
3.3 |Display type. pH, temperature,Conductivity 4 digit LCD with-back light
3.4 |pH range 0.00-12.00
5.5 |PH Resolution and R_eso’lutibn:-m,. 0.01, 0.001 o
Accuracy Voltage range, + 1200 mV, Accuracy + 0.01%

3.8 [Temperature range -5to 105 °C

Temperature _ _ _
3.9 [resolution.and Resolutior:; 0.1 °C, Accuracy: £ 0.1 °C
Accuracy :

3,10 |Calibraticn minimum 3 points upto 6 points

Expected _
‘3.14 |operational hours: |24 hrs with stand-by mode
per day

3.12 tPower requirement [To be com patible to standard. I'ndian power supply socket

3.13 [Quantity 8 Nos.

The glass: electrode must be-made from Borosilicate glass for pH probe and conductivity
probe.

or to spacify

T T B T

The pH meter must be microprocessor bas
interface.

51 ed precision with automatic temperature compensation and digital

5.2 |The pH meter must have, stand with flexible arm, Electrode holder and universal power adaptor..

5.3 |Simultaneous measurement of pH and temperature.

5.4 |instrument should be capabie of Multipoint calibration with max. 3 buffers as per USP ranges..

5.5 |Reéady made buffer solution of 4,7,10 to.be provided - One set

File name: NP1-120310-EQP-DS-PHM-02 Page 2/4



INTEGRATED VACCINES COMPLEX; CHENGALPATTU

n n e"’ Equipment Name|pH Meter (Benchtop) }d}fﬁl s inmn

Document No.|DS-PHM 02

Revision No.[00

5.6 |Automatic temperature compensation for pH measurements.

5.7 |LCD display to show the pH and temperature readings, audible beep indication during valid key operation..

Expande‘d memory-to stere and recall minimum upto 50 data sets, calibration data with.date and time, calibration

58 reminder alarm..

5.9 |Spare pH electrode to be provided.

5.10 |The eqmpment shall be compat:bfe for cleanlng with aII standard dlsmfectants

6.1 Power AC adapter AA batteries (optzonal)
8.2 {Interface: USB.or RS 232 for data collection

8.3 |pH meter should have a in-built printer for on the spot printing ex. pH, temperature, date and time intervals

6.4 |Easyand convinient to operate, printing condition by pressing buttons on the equipment

6.5 |Training/ demo for users on operations shall bé provided.

8.6 [Thermo paper roils with the ail accessories of pH metérshould be supplied.

Following facilites must be provided to protect personnel and-equipment:

8.1 |Proper earthing is necessary

- 8.2 |Appropriate-closure of all parts.

8.3 {On power faﬂure equzpment sheuld comé in faﬁsafe condltlon

- Foilowmg documents but not limited to these ‘should:be supp]:ed by the vendor as part of the supp!y
package inh hard copy as well as editable electronic file

9.1 |iOQ documents.

9.2 |Operation and maintenance manuals shall be provided along with [0Q documents during instaliation at the site

9.3 |Warrenty letter for 1 year from the date of supply:

Calibration-certificate of critical instruments with respect to the traceable national reference standard instrument
and their calibration procedure

9.5 [NPL traceable Calibration certificates and calibration procedures

11.1 Mettler Toledo Thermofscher Smentlflc E&H

NOTE: Accurate size and technical specification need to be mentioned by the vendor:
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

A T o

Equipnient Name 'pH Meter {Benchtop) ;}Bl S
Document No.]DS-PHM 02 o
00

‘Revision No.

Q1F-PHM 0 Mycoplasta Q1F014 | ‘Material Prepn 26m2 2700
R1-PHM 02 Measles R1G042 Material Prepri | 5400X8095 2700
B1-PHM 02 MBB-HIB mig1os | FermentationdBy 50 o 2700

. arvest
B1-PHM 03 MBB-HiB: BIG136 Purification room 58m2 - 2700
B1-PHM 04 MBB-HiB BIG133 Conjugation 43m2 ‘2700
B1-PHM 05 MBB-HiB BIG118 Material Prepn 38m2 2700
B1-PHM 06 MBB-HIB BIG124 Buffer Staging 10m2 2700
B1-PHM 07 MBB-HIB BIG125 Wash room 26m2 2700

Zoni
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Equipment Name: Refrigerated Shaker

Equipment Specification Data Sheet

Incubator

Document No.: DS-RSIB 01 Revision: 00
Project No.: 120310 Project Name: Integrated Vaccines Complex,
Chengalpattu

MBB (Hep-B) B1-RSIB 01

M Sandecp Kumar 2 A9 — [Rysan |

Vr YogeshaM ) [Procoss Engineer ——[For (L= ¢ de ]9 95001

Manager - Formulation, Fill &

Mr. Krishna Amrutam Finish
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Project / Engineering
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INTEGRATED VACCINES COMPLEX
.m_‘,
n n e* Equipment Name|Refrigerated Shaker Incubator ;715[ R
' Project #(120310
Document# DS RSIB a1
S e = i : = e
11 A shaker mcubator :s a Iaboratory mstrument used to aglate a biolog{cal samples (Mlcroblai culture) by shakmg
- whlls mamtalmng ophmal enwronmental condltmns
Floor Mounted/Table top with static shelves cGMP ( Compact and versatile)
32  |Power supply To be: compatible to standard Indian Power Supply.
33 |Displa LCD, Large easy to read:display clearly indicates speed, running time, alarm
’ isplay condition- and temperature character..
3.4:  [Tempaerature Range |Ambient +5 °C to 80 °C and shiould CFC/HCFC free (cGMP compliant).
35 T_emper._ature 0.1-°C
Resolution
Temperature 0
36 Uniformity 0.2°C
37 |Vemperature Control |, jo. of set temperature
Accuracy
38 |Shaking Range 2510 300 RPW
‘3.9  |Shaking accuracy +20 rpm
Universal ( Should have provisions to attach/ rémave clamps for conical flasks ant holds
3.10  |Shaking Platform assortment of
various size of flask range from 250 ml to 2. Ltrs.)
3.11  |Platform MOC Corrision resisitant stainless steel & should match with cGMP
3.12  {Maximum capacity (2 Lirs. X 6 No of Conical fldsk to accomdate
3.14 |Shelves Adjustable height shelf for static incubation and storage purpose
3.15 |Timer From 1 t0 99,9 Hrs,
3158 |Atarm Audible and visible alarm shouid indicate whenever there is a deviation from the set
o ' parameter:
_ Minimum 5 programme and should have power failure restart mode (The shaker should
3.17  |Programmability restart in the last set
temperature-and RPM after power fallure)
3.18  |Type of shaking Orbital

File name: NPI-120310-EQP-DS-RSIB-01
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INTEGRATED VACCINES COMPLEX

Equipment Name|Refrigerated Shaker Incubator

Project #{120310

Document #|DS-RSIB 01

319 |Data Communication |USB port (For tranfer of aperating data/history.)
. - . LAN :Factory Option _
82 Operating Log Manags PC and optional himac Log Manager Supporting GLP/GMP
3.21  [Humination iflumination start automatically only-after door opening
3.22  |Data Communication [USB port (Fortranfer of operating data/history.)
3.23  |Electrical Supply 100t0 240 V, 50 to 60 Hz
3.24 E;mensmn, (WXDX Vendor to specify
3.25 [Weight. Vendor to specify
3.268  |Quantity 1 Nos.
. Additonal
3.27 Requirements
a) In'built tempé.'rature Sensors for monitoring the tempaerature. _
328 |Temperature b) Th.e_ system should have facility to. calibrate the temperature and speed via
keypad.
a} Records can displayed on the front panel, printed, or transferred 1o a PC via USB.
b)Samples can be viewed on from the front panel.
€) Menu and settings with customizable security levels using password should be provided.
_ d) The equipment should be able to:store critical data with time for assessing the
3.28 |Controls equipment performance and trouble shooting.

Appropriate failure detection and alarm notification

e) Door switch {6 cut-off shaking motion when put in and out sample.
f) User selectable operating modes shal! be provided (automatic and manriual )-

R =
e % e
ﬁﬁ%éﬁé&&é G

5.1

52 Chamber shall be insulated properly to maintain inner environment
53 Proper eaithing is necessary,

54  |Appropriate closure of all parts

55 Autorriatic power failure restart

File.name: NPI-120310-EQP-DS-RSIB-01
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INTEGRATED VACCINES COMPLEX
Equipment Name|Refrigerated Shaker Incubator }{;’B N
- i
Project #{120310
Document #|DS-RSIB 01

Cleaning shall be done manually.

Equipment should be easily movable (caster & wheel iock sysstem)

B.1
8.2 |All bolts, nuts on the exterior part of system will be with cap head or ¢ap nut.
6.3 [Vendorto give code numbers for each component.

provide the name o

All parts of the system exposed in classified area must be resistant to standard disinfectants or vendor shall
pecific dis

8.1

7 peevienaind
7.1 {2 LtrClamps - 10 Nos.
72 4 Ltr Clamps - 10 Nos.
7.3 |500 mL Clamps - 20 No.
7.4 250 mL Clamps - 20 Nos.
7.5

c¢GMP compliances,

Additional tools for maintenarice and repair.

8.2

CE certification

9.1 Always follow appropriate laboratory practices when using this equipment.
8.2° |Appropriate closure of ail parts.

9.3 On power failure equipment should come in safe.condition.

9.4

Noise levef should not be more than 60 decibels at the distance of 1m from the equipment.

site.

10.1 Following documents, but not limited to these, are expected from the vendoras part of the supply
" package in hard copy as well as editable electronic file.
102 |l0Q Protocol;
10.3  |Warranty Letter for 1 year from the date of supply.
10.4 Operation and maintenance manuals shall be provided along with |1Q and OQ documents during installation at
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n n e@ Equipment Name{Refrigerated Shaker Incubator

S i

NES COMPLEX

INTEGRATED VACCI

Project #|120310
Document #|DS-RSIB 01

‘[Calibration certificate of critical instrumeénts with respect to the traceabie national reference standard instrument

105 | ond their calibration procedure,
10.6  |All equipment warranty should be valid for one year from the date. of completion.
10.7  |Vendor should provide list of standard spare parts:with ordeting information.

%‘w
S

124

N T AT
2

e S

Thermo Fisher Scientific, Sartorius, Brunswick, Scigenics

NOTE: Accurate size and technical specification need to be mentioned by the.vendor.

)

e : (X1 i

]

e T
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Equipment Specification Data Sheet Equipment Name: Roller Culture Apparatus
Document No.: DS-ROL 01 Revision: 00

. . Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

B4 Rabies Bulk Block B4-ROL 01-04 - 4

Mr. Krishna Amrutam Manager - Formulation, Fill & Finish L\~ 05~ aeY)

User department: %
Rabies Bulk . O h e
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INTEGRATED VACCINES CDMPLEX .
CHENGALPATTU

Equipment Name|{Roller Culture Apparatus

Document _No. DS-ROL 01

Revismn No.

31 cGMF‘ Compllance Reqmred
3.2 |Type Modular

Number of Boitle
33 Pasitions 88
3.4 {Number of decks 11

Distance between -
3.5 decks Vendor to specify
3.6 [Unit Height and Width |Height and Width shall not be more than 2 meters and 1.2 meters respectively
3.7 |Roller bottle size 110 to 121 mm diameter diameter and up to 550 mm in length (850 cm? to 4250 cm®
38 [Motor type Brushless DC moter
3.8 |Display type Digital with touch screen type
3.10 |Speed range 0.2 -7 RPM
3.11 |Speed accuracy 0.1 RPM
3.12 |Operating Temperature |15 10 40°C

. 80% up to 31°C
3.13 |Humidity 50% at 40°C
3.14 [Control system Microprocessor. based
_ T 240 VAC, 50/60Hz, 20 watts
3.15 |Power supply oF Vendor to specify
3.16 |Quantity 4 Nos,
_ Dimensions " .
3.7 (Wx D x H) Vendor to specify
R . e

4,1 |Body Mlid SS coated with epoxy
4.2 |Wheels High-grade rubber
4.3 |Key Pad PVC
. Frame-modular _ S
4.4 construction Rust proof steel; powder coated
4.5 |Roller Rubberized metal tube, chemical resistant rubber
4.5 |All bolts.and nuts should be with.dome caps
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INTEGRATED VACCINES COMPLEX
CHENGALPATTU

n n ea» Equipment Name|Roller Cuiture Apparatus . ffb psgeEoy Creren

Document No.|DS-ROL 01

Rewsmn No. |00

5.1 |The rollef culture apparatus should be. compatlble to hold and operate 850 cm’ fo 4250 cm’ roller culture bottles

The system should consist of drive unit mounted on top ta provide easy access for maintenance and better ait
flow with battery backup.

53 |The rofler cutture apparatus should have: bliili-in monitoring and alarms in case power failure, belt damage.

5.4 |The unit should continuously monitor both the rotational speed and the drive train.(the motor and belts).

‘5.6 |Non-slip belt and pulleys for positive traction sholild be provided.

5.6 {The unit should continually display the set RPM and actuial RPM during opetation

5.7 |The unit should be settable to rotate in clockwise and anticlockwise direction as required.

5.8 [The unit should be equipped with aritistatic lockable wheels with brakes

Batiery backup system.
5.9 |a) it should run the full capacity of roller culture bottles at set rpm during power outage.
b) it should providé a minimum of 24 hours of auxiliary power,

Rotation Alarm System

a) It should monitor drive system,

b} Alarm sound if the speed falls out of the entered tolerance or if the unit detects a loss of rotation.
c) Alarm should be visual (flashmg LEDs), & audible {(loud buzzer)

6:1 |Cleanability of roller apparatus should be possible with standard cleaning agents and disinfectants

6.2 Tralnlng on operatlon and malntenance of: the equlpment should be prowded 1o the users.

8.1 [On power failure eqmpment should shift overto battery power.

82 |On exhaustlon of battery audlo alarin and should go to safe- mode

Fo]lowmg documents but not limited: to these, should be supplled by the vendor as part of the supply N
package-in hard copy as well as editable electronic fite

9.1 |Operation and maintenance manuais.

9.2 [Vendor should provide warranty for Minimum two years from the date of supply.

9.3 [Vendor should provide list of standard spare pars with ordering information,

9.4 |Vendor should provide list of change parts (if applicable) with ordering information

9.5 [IQand OQ documents

10.1 |Not Applicable
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Not applicable
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Equipment Specification Data Sheet Equipment Name: Shaker Incubator
Document No.: DS-SIB 01 Revision: 00
Project Name: Integrated Vaccines Complex,

Project No.: 120310

Chengalpattu

F2-SIB 01

Mr. Syed Sharique Ahmad Process Engineer 290052009
Mr. Yogesha M J Process Engineer FT s a7, S 209050519

; Manager- Formulation, Fill &
Mr. Krishna Amrutam Finish 2.0+0526Y)

User department:
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Project / Engineering department
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Ol the JrfRriment
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU
n n e' Equipment Name |Shaker Incubator’ }’;5[
Project #|120310 )
Document # DS-SIB 01

3.1 [Model Floor Meunted/Table top with static shelves cGMP ( Comjact and versatlle)

3.2 |Power supply To be compatible te standard Indian Power Supply.

. o LCD, Large easy to read display clearly indicates speed, running time, alarm

3.3 |Displdy T . ik :

i condition and temperature character.

3.4 |Tempaerature-Range Ambient +5 °C to 60 °C and should CFC/HCFC free (cGMP compliant).

3.5 |Temperature Resolution 0.1°%C

3.6 |Temperature Uniformity: 0.2°C

3.7 |Temperature Coritrol Accuracy [+ 1°C of set temperature

3.8 [Shaking Range 25.to 300 RPM

3.9 |Shaking gccuracy +20.pm

N Universal { Should have provisions to attach/ remove clamps for-conical flasks and holds assertment of

3.10 |Shaking Piatform various size of flask range ffom250 m! to 2 Lirs.)
3.11 [Platform MOC Corrision resisitant stainless stee! & shauld match with cGMP
3.12'|Maximum capacity 2 Ltrs. X 6 No of Conical flask to accomdate

3.13. |Shelves Adjustable height shelf for static incubafion and sterage purpose

3.14 | Timer From 7 to 89.9 Hrs.
3.15.|Afarm Audible and visible alarm should indicate whenever there is a deviation from the set parameter
3.6 |Programmability Minimum.5 programme and should have power failure réstart mode (The shaker should restart in the

last set
317 {Type of shaking Orbital
3.18 |Data Communication USB port {For tranfer of operating data/history.}
- N _ LAN :Factory Option

3.19 |Operating Log Management PC and optional himac Log Manager Supporting GLP/GMP

3.20 I[lum'in_ation ilumination starl"au_tomat_ibaliy only after door-opening.
3.21 |Data Communication USB port {For tranfer of operating data/history.)
3.22 |Elsctrical Supply 100 to 240 V; 50 to 60 Hz

3.23 {Dimension, {W X D X H) Vendor to specify

File name: NPI-120310-EQP-DS-CDM-01

Page 2/5



n new Equipment Name|Shaker Incubator i}gl revmorec e

Project #(120310

Document #(DS-SIB 01

3.24 |Weight Vendor to spacify
3.25 {Quantity 1 Nos,
3.26 |Additonal Requirements
a} In built temperature sensors for monitoring the tempaerature.
3.27 |Temperature b} The system shotld have facility to calibrate the temperdture and speed via
keypad.
a) Records can displayed on the front panel, printed, or transferred to a PC.via USB,
bjSamples can be viewed on from the front panel.
¢) Menu and settings with customizable security levels using passwéid should be provided.
_ d} The equipment should be able to store critical data with time for asgessing the equipment
3.28 |Controls performancé and trouble shooting.

e} Door switch te cut-off shaking motion when put in:and out sample.
f} User selectable operating modes:shall be provided (automatic and mannual )

Appropriate failure detection and alarm notification .

Chamber shai! be-insulated properly to maintairt inner ervifonment

Proper earthing is necessary.

Appropriaté closure of ail parts

Auiqmati_c power fatlure restart

T T
e

Equipment should be easily movable {caster & wheel lock sysstem)

e
_M_ ot
1 ‘*‘"_“‘.A;nvgl Ef‘:%%“.,

Cleaning shall be done manually,

All'boits, nuts on the exterior part of system will be with cap:head or cap nut.

Vendor to give code numbers for each corriponent,

All parts of the system exposed in classifisd area must be resistant to standard disinfectants or vendor shall provide the name of

specific. isinfectnt;

R

_____ .

1 Lir Clamps'.--w Nos.

500 mi. Clamps.- 10 No..

250'mL. Clamps - 10 Nos.
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

n n e"'E Equipment Name [Shaker Incubator f%[ %ﬁ%ﬁ?

Project #{120310

Docuiment #|DS-SIB 01

7.5 Add_i_tiona{'tcolé'for'maih_te_nance and repair.

8.1 |cGMP compliances.

8.2 |CE certification

P £ 5 R e e
5 e '*«‘%%«*“% -
i s X e e R
e e 0L

9.1 |Always follow appropriaté laboratory practices when using this équipment.

8.2 [Appropriate clogure of all parts,

9.3. |On power failure equipment-should corhe in safe.condition,

8.4 |Noige level should not-be:more than 80 decibels at the distance of 1m from the equipment,

; ; S Sl s e i
Following documents, but not limited to these, are expected from the vendor as part of the supply package in hard copy as
well as editable electronic file

10.2 [10Q Protocol.

10.3 |Warranty Letter for 1 year from the.date of supply.

10.4 |Operation and maintenance manuais shall be provided aiong with 1Q and OQ documents during instaliation at site.

[Calibration certificate of oritical nstruments with respéct to the traceable national reference standard instrument and their calibration

10.2 procedure..

10.6 [Ali equipment warranty should be valid for one year from the date of completion.

10.7 {Vendor should provide list of standard spare parts with ordering information.

' |Vendor should provide list of change parts (if applicable) with-ordering information.

TS & T
s g e e gﬁgg‘- ".,"- 455 >
Dmelines

7 A L
i e e i ]

i

e
oA
2

DS-SIB 01 MBB (Hib) preparation B1G109 18000 mm?* NA
fgom
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n ne" Eguipment Name)Shaker Incubator

Project #|120310

Document#
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Document No.: DS-SPM 02

Equipment Specification Data Sheet

Equipment Name: UV- Visible
Spectrophotometer

Revision: 00

Project No.: 120310

B1

MBB - Hep B

Project Name: Integrated Vaccines Complex,

B1-SPM 01

Chengalpattu

= 1

B1

MBB- Hib

B1-SPM 02,03

Mr. Krishna Amrutam

Manager- Formulation, Fill & Finish

L~05- 2019

User

MBB @ Siv I

18-9b-201)

Project / Engineering

department N

@ﬂd ofthe o‘m N
-2 :..u: A' H,—\,\

Jo-ob-ae1)

D040 )

geitestegaes

Duy

Project-Authority

0grbhe30|F-
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU
Equipment Name|UV- Visible Spectrophotometer ;}"gz e eereee e
Document No.|DS-SPM 02 ’ o
Revision No.|[0
i S e I R R = o s
; T Vo i e b a2 AL S ,wf mf.é-f&%"a T 5 @;%‘mh“ '..‘.h_ : %‘ : -..
11 UV—wsane spectrophotometer is used for the measurernent of transmlttance or reﬂectance absorbed bya sampie ata
) gsven wavelength
3.1 |Model cGMP complamt
3.2 |Type UV visible spectrophotometer
Spectrum Band .
3.3 IWidth nm
3.4 |NVavelength 190 - 1100 nm
" |Range i :
~ |accuracy £0.3 nm (180 - 1100-nm)
. . Xenon flash lampitungsten/halogen lamp/deuterium lamp built i in light source auto position
3.6 JLamp sources. adjustment with life of average '3000 hours.
Lamp
3.7 |interchange Automatic interchange linked o wavelength »
wavelength
38 Wavele[}gth 0.1 nm incréments
length display
3.90 Wa_veleng_th slew about 6000nm per minute
rate :
Wavelength
3.10 |length scanning  {2nm to 3000nm per minute
speed
3qp |Vavelength ) o thanx 0.02nm
reproductivity
'3.12 [stray light Less than 0.02% Nal at 220 nm, NaNO2 at 340 nm, less than 1.0% KCI at 198 nim.
313 Phc_)_to_me_trzc Double Beam
system
Photometric.
3.14 |measuremeant Absorbance, transmittance, Concentration
modes
Absorbance -4 to 4 Abs.
Photometric [~ Y S
3.16 ranges {Transmittance: 0% to 400%
' Concentration £ 9989,

File name: NPI-120310-EQP-DS-SPM-02 Page 2/5



INTEGRATED VACCINES COMPLEX, CHENGALPATTU

n n e" Equipment Name|UV- Visible Spectrophotometer fi’ﬁl

Document No.|DS-SPM 02

Revision No.|00

3.7 Photometric < £0.005 Abs at 440.0,465.0,546.1,590.0 and 635.1 nh"l_,‘l Abs (NIST 930e),
" |Accuracy <+0.0% Abs at 235,257 ,313,350,430 nm (Potassium dichromate, EP method )
3.1g |F otometric < £0.001 Abs at 0.5 Abs, < £0.001 Abs at 1,0 Abs,< £0.003 Abs at 2 Abs.
© 7 |repeatability - S =
3.1g |Photometric <0.00005 AbS(700 rm)
noise.
3920 Photometric <0.001 Abs/hr. at 0Abs, 340nm after one hour warm up. Measured over 1 br. Every 5 seconds
T [stability constant ambient temp

3.21 |Base line stability [<0.0003 Abs/hr (700nm, 1 hr after light source furned on).

3.22 |Base line flatness [<0.001 Abs 0.5 seconds blank, 0.5 seconds rms.

3.23 |Software Vendor to be specify.
3.24 |Weight Vendor to specify.
3.25 [Dimension Vendor to specify.

3.26 |PC Requirement [Suitable PC to be provided by the vendor

-3.27 Powter To be compatible to standard Indian Power supply socket.
requirement
'3.28 |Quantity 3 Nes.

Body cGMP complamts

For Measurements.in UV range: Quartz cuvettes standard size and 1ml size. For Measurements-in

4.2 |Cuveites the wmble range: Glass standard size ad 1 .ml.size

43 Detector Silfcon -photodiode

5.1 |It should dispiay the Process curve sectlon data.

5.2 |Open sample.area for convenient sample handling.

5.3 |Fast spectral scanning for compléte spectral information and multi waveiength applications.

5.4 |Own clock for time and date stamps of the spectra.

Extensive self-test procedures that check the electronics and key optical to ensure consistent performance between

55 validations:

Display panel shali be Supported to graphical representation with LCD back light and Keypad shall be sealed membrane

8 |ith tactile response keys.

USB data port should be provided to transfer the data. Connectivity USB port type A for USB Stick.LUSB port type B for

5.7 Computer, USB port type A for printer.
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n n-ef” Equipment Name|UV- Visible S'pectrophotonieter fi!ﬁl et et e ot

INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Doctiment No.|DS-SPM 02

Revision No.|00

Data should be-ableto be printed with the help of printer.

58
5.9 [It.should give automatic calculation of dilution facters.
5.10 |Equipment. shall be compatzble for cleamng W|th all standard dlsfectanés
8.1 [Type Vendur t'o-s'pec'ify
6.2 |HDD Vendor to specify
Operating ;
6;3 System Vendor to specify
6.4 |CPU Vendor to specify
6.5 jVideo Vendor {o specify
RAM Vendor to specify

Main power ON/OFF switch on control panel

Tramlnngemo for the users on operation and cleanmg o be pro\nded

The equipment shail beas per GLP or GMP standards.

CE certification

Followmg fat:|[|t|es must be prowded to protect personnel and eqmpment

Appropriate clos_ure'of all parts.

Proper earthlng is necessary

Fo!lowmg documents, but not limited to these, are expected from the vendor as partof the supply package in
hard copy as well as editable electronic file.

10Q documents.

' |Operation and maintenance manuals shall be provided afong with I0Q documents during instaliation at site.

List of standard spare pafts with ordering information.

Warranty letter for 1 year from the date of supply.

12.1

Ca'_li_bratio_n certificate t__:f critical instrument with respect to the traceable national reéference standard instrument and
their calibration_procedure.

Shlmadzu Perkm Elmer, Agulent Thermo Sclentlfc
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Equipment Name

UV- Visible Spectrophotometer

Document No.|DS-SPM 02

Revision No.|00

NOTE: Accurate size and technical specification need to be mentioned by the vendor.

3 ..f.(_....";,:'x i
il
e
0
fi‘ggfi""“; e’g?}i‘

et

VBB - HepB
B1-SPM 01 MBB - Hib IPQC Room B1G107
B1-SPM 02,03 MBB - Hib IPQC Roorn B1G135

Not applicable
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Equipment Specification Data Sheet

Equipment Name: Table Top Centrifuge

Document No.: DS-TTC 01

Revision: 00
i N Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

+2- R\ F2-TTC 01 1 ml tubes 1
Mr. Syed Sharique Ahmad Process Engineer ot ~-0579
Mr. Yogesha M J Process Engineer Fonr ” 76 St |2y~05= 20v)
; Manager- Formulation, Fill &
Mr. Krishna Amrutam Finish . U-05-ap )
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Project / Engineering department
- U,

Head of the department: E ; '
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Project-Authority
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o e
INTEGRATED VACCINES CO
CHENGALPATTU

Equipment Name|Table Top Cen.tri_fug_‘e

Project #{120310

BPocument #

3.2 |Powersupply To be compatible to standard Indian Power Supply.
3.3 {Display Colour TFT
3.4 ?:;f;’;’;?::;"r‘; Range _[TDIOM 42 °C 040G
3.5 Op_e_rat_ing Tempaerature | 0 °C to 40 °C, non condensing:
3.6 [Speed it should have optien accelaration and decelerate speed at the various options.
3.7 |[Rotor fixed angle rotor
3.8 |[Noise level noise level should be less than 63db when measuring from one meter from equipment
3.9 |gforce approximatly 23000
3.10 |Temperature Resclution |0.1°C
3.11 |No:cf samples minimum 12 samples and. 1.5/2 ml tube size
3.12 |Dimension, (W X D X H) |Vendor to specify
3.13 [Weight Vendor to specify
314 [Quantity 1 nos.
5.2 [CGhamber shall be insulated properly to maintain inner-environment

File name: NPI-120310-EQP-DS-CDM-01
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e ipme - trifuge i
n n e Equipment Name|Table Top Centrifuge ;IAB o

Project #|120310

Document #DS-TTC 01

5.3 |Proper earthing is-necessary.

5.4 |Appropriate closure of all parts.

a%ﬁ%ﬁ»‘%;' R

i
il

fo
...

6.1 |Cleariing shall be done manually.

6.2 |All bolts, nuts on the exterior part of systern will be with cap head or cap nut.

8.3 {Vendor to give code numbers for each-component

All parts of the system exposed in classified area must be resistant to standard disinfectants or vendor shali provide
thé name of specific disinfectants. g
Pt

8.1 |cGLP compliances,

8.2: [CE-certification

ks ! g 2 i e )
G e i e e e e

9.1 [Always foliow appropriate laboratory practices when using this equipment.

0.2 |Appropriate closure of all parts,

8.3 |On powerfailure equipment should come in fail safe condition and must retain the data.

%'a‘ - 4 Ag"?%y
L e

101 in hard copy as well as editable electronic file '

10.2 ]10Q Protocal.

10.3 |Warranty Letter for 1 year from the date of supply.

10.4 |Operation and maintenance manuals shall be provided.

|Calibration certificates of critical instruments with respect to the traceable national reference standard instrument and

105 their calibration procedure.

108 |Ail equipment warranty should be valid for one year from the date of completion.
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INTEGRATED VACCINES COMPLEX,
CHENGALPATTU

n' n e‘f‘- Equipment Name|Table Top Centrifuge f)fg[ mw;mm
' Bl T ]

Project #{1203710

Document #|DS-TTC 01

10.7 |Vendor should provide list of standard spare parts with ordering information.

Vendor should provide list of change parts (if applicable) with ordering information

el S
e g

Not applicable
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Equipment Name: Digital Thermo

Equipment Specification Data Sheet

Hygrometer

Document No.: DS-DTH 02 Revision: 00
. . Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

F4 BCG F4-DTH 02-29 - 28

e Yopora . pocessErgesr 2o yg5 201

. Manager - Formulation, Fill &
Mr. Krishna Amrutam Finish K Y- g5-20)7
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Project / Engineering department
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

n n ea- ' Equipmént nariie|Digital Thermo-Hygro Meter
Project #(120310

DS-DTH 02

Document #

3.1 |Range. . - .RH:.30'I.6 Bﬁ% z;tn.d:.ab.ove

3.2 |Accuracy RH45%; Temerature:30.8°C

3.3 {Display Dual LCD display

3.4 [Terperature limits [0 to 80°C

3.5 |Resolution Relative humidity: 1% Temp:0.1°C

3.6 |Power requirements As per vendor spec_:iﬁca'_t_ion,

3.7 |Battery life Vendor to specify

3.8 [Weight not more than 200 gms

39 Ex;f:)al dimension’(W X D' X Vendor to specify based on the abovg menii_o_ned_ capacities.

i T

81 _The temperature hygrometer should have dual display for temperature and hurmidity -

5.2 |Monitor the femperature in *C/ °F and humidity,
5.3 |t should have partablg

54 IThe thermd hygrometer should be quick responsibal to temperature and humidity

5.8 [Display back-light shall be require

56 [Sholild have the internal memby i store 100 readings.

6.1 [Training/idemonstration to be provided 10. users.

57

6.2 |The equipment should biz easy to use and clean.

6.3 |All bolts,nuts on, the exterior part of equipment should be with cap head or cap nu

6.4 |There should be no crevices,so as toavoid dust accumulation,

TR

SR S

8.1 |No sharp edges/Coriers, crevices in the ‘equipment,

8.2 |Appropriate closure of gl pars

1. % e \?{;}m
G‘gv . R S At i i 2 A T 'é-P«."-: "’&
Following docwments, but not limited to these, are expected from the vendor as part.of the supply package in hard copy as

well as editable electronic file:

-
SRS

9.1 |IQIOQ/PQ validation documentationfonsight activation

9.2 {Operation and maintenance manuals
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Equipment hame

nne

Digital Thermo-Hygro Meter-

Project #[120310
Document #|DS-DTH 02
8.3 |Calibration certificate should be provided
9.4 |One year Warranty letter.. i g PPy N
9.5 [List of standard spare paris with ordering information..
98 O_n__site calibration /.cther terms.of calibration

T ropnas

-

ST
SRR

=

:
Al ;@;_e ,.
T
L r 2 7 I{:?n

: %ﬁi%‘;‘”‘z e
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Equipment Specification Data Sheet

Equipment Name: Ultrasonic Bath|

Document No.: DS-USB 02 Revision: 00

Project No.: 120310 Project Name: Integrated Vaccines Complex,
Chengalpattu

F2 BVF F2-USB 02 - 1

Wi Kbt Reniiem N!apager - Formulation, Fill &
Finish

User department;
BVF CH- LAIS W PUNNALAD Fibeiged Chi— 05~ %br 201
Project ineering department 2\ =0 -2oV)

Elgla;d of the department: D 61 p / o (;ff 05-0b 207
: N
HeRY o Bbderph10n) ) { " 0S-h-Jblof

Project-Autherity N B
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INTEGRATED VACCINES COMPL

o~y Equipment namejUltrasconic Bath Py
nne FTBL s

Project #{120310

AL

" 1.4 |Uitrasonic bath is used for fil

-3,1 Model . T Vedor {0 specify

3.2 [Display LCD/LED

3.3 |Time Range: Vendor to specify

3.4 |Temperature Range: Ambient to 85 °C:

3.5 |Bath Capacity . 10L or near-o its standard

3.6 |Ultrasonic frequency 351045 kHz

3.7 |Degas/Autogas Required.

3.8 |Drain Duct Requirad

3.9 [Power required To be compatible with standard’ Indian pewer supply socket
3.10 |Quantity 1 no.

ompatible for cleaning with all standard disinfectants
- %’\’ S 1.’%?:'.,,. ‘ "?%:.".

mo for the use

B R e T

anda

hard copy as well as éditable electronic file:

94 [IQIOQPQ vaiidation documentationfonsight activation

9.2 |Operation and maintenance manuals

9.3 [Calibration certificate should be provided

9.4 |One year Warranty letter,

File name; NPI-120310-EQP-DS-USB-02 Page 2/3



Equipment name

Ultrasonic Bath

Project #

120310

Document #

DS-USB 02

9.5 |List of standard spare parts with ordering information.

9.6 |Onsite calibration / other terms of calibration

P, Cole parmer

o G <4§
.|Grant, Elma Sonic

NOTE: Accurate size-and technical specification need to be ment_ion‘ed: by the' vendor

SRR

02

R

She.

Tobie:3: Avi

Not applicable

”aw 2 ‘. N e e .. ERRAaE
o i f.,@zﬁ,v'
el ."1».__}',3__\
: Sy
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Equipment Specification Data Sheet Equipment Name: Vacuum Pump
Document No.: DS-VAP 02 Revision: 00

; . Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

DS-VAP 02

Mr. Syed Sharique Amad ___[Process Engineer | Lypn 3 |5 05400
M Vogeshald___[Process Engineer | (Bt 5. [3p-b5-sten

Manager- Formulation, Fill &

Mr. Krishna Amrutam Finish 29-05-1eM

User department:

MBBAMP JCumay

Project / Engineering department
HNU .

Project Authority —N A et
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INTEGRATED VACCINES COMPLEX,
CHENGALPATTU

Equipment Name{Vacuum Pump

Project #[120310

32 |Power supply To be compatible to standard Indian Power Supply.
3.3 |Noise Level 50 dB

3.4 |Max Fiow rate Vendor to. specify

3.5 |Max Vacuum min 61 cm (24 Hg)

3.6 [Type Diaphragm headed, Oil free-Vacuum Pump
3.7 |Motor Type Permanent split capacitor

3.8 |Free-air capacity 1 CFM (client to confirm)

3.9 [Pump Built in Motor mounted

3.1C [Maximum Pressure 65 psig

3.11 [Maximum Tempaerature |Vendor to specify

3.12 _Dimensibn‘ (WX D X H) | Vendorto specify

3.13 |Weight Vendor to specify

Appropriate failure detection and alarm notification

Chamber. shaif'be'insu}ate.d'properly to maintain inner-envirenmerit

File name: NPI-120310-EQP-DS-CDM-01
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INTEGRATED VACCINES COMPLEX,
CHENGALPATTU

o o NamelVacuum P Ly
nne Equipment Name{Vacuum Pump ifg[?g&%ﬁ

Project #/120310

Document #|DS-VAP 02

5,3 |Proper earthing is necessary.

5.4 |Appropriate closure of all parts

8.1 {Cleaning shall be dorie manually.

6:2 [All bolts, nuts on the exterior part of system wili- be with cap heador cap nut.

6.3 |Vendor to give code numbers for each component

Ali-parts of the system exposed in classified area must be resistant to-standard disinfectants or vendar shalt provide the

6.5 name of specific disinfectants

6.6 |Vacuum Gauge

6.7 |Pressure Gauge

6.8 |Flexible Coupling

6.9 |Automatic drain valve

7.1 |cGLP eompliances. Calibration certificate for pressure guage

7.2 |CE certification

8.1 |Always follow appropriate iaboratoty practices when using this equipment..

8.2 Position and operate equipment in dry, clean and non combustible work: surface.

8.3 |Do not allowthe power c;ord to contajct'hot'_surfacas of the equipment-accessories or sample.

8.4 [If spillage occurs, immediately disconnect the power supply to prevent fire-hazard

hard copy as wel[ as edltable e[ectronlc file

8.2 [10Q Protocol.

9.3 |Warranty Letter for 4 year from the date of supply.

8.4 [Operation and maintenarice manuals shall be providéd along with {Q and 0Q documents diring instaliation at site
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INTEGRATED VACCINES COMPLEX,
CHENGAILPATTU
® o ; ) .
Equipment Name|Vacuum Pump o F
nne V7.7 ——
Project #120310
Document #|DS-VAP 02

Calibration certificate of critical instruments. with respect to the traceable national reference-standard instrument and their
calibration procedure,

9.5

9.6 [All equipment warranty should be vaiid for anie year from the date of complétion.

9.7 |Vendor should provide list of standard spare parts with ordering information,

11.1 |Thermofisher, Cole Parmer,PALL

NOTE: Accurate size and technical spécification need to be mentioned by the vendor

Syed Sharique
Ahmad

File name: NP}-120310:EQP-DS-CDM-01 Page 4/4



nne P

Equipment Name: Potentiometer

Equipment Specification Data Sheet

Document No.: DS-POT 01 Revision: 00
. Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

o] Admin, QA & QC Q1-POT 01 - 1

Mr. Krishna Amrutam Manager - Formulation, Fill & Finish ry 98 -95~-20)7

User ent: - :
55 B DA T Arrmhilow ©0-06 - 3017

Qual

Project / Engineering
department

20- 0k Qo))

ad of the department
i Sm - 21-0b-2017

272 ~vb-2017]

Project Authority s pT .
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Equipment Name|Potentiometer ia:}"E o .

Document No.|DS-POT 01

Revision No.|00

on. agueous and p

'.1 Model cGLP Model

3.2 [Type Integreted dosing unit with 3 exchiange units

3.3 |Burette Resolution 1:20000

34 {Sensor pH Resolution (0.001

3.5 [Sensor mV Resolution {0.1

3.6 rSezr;slsSé;le'm'pa"rature 01°C

3.8 [Temparature sensor |Pt1000

3.9 |Titration Shouild support agueous,non aglieous and precipitation titrations
3.10 |DET MET.5ET” Shouid present’

3.11 |Buretie Volume 10ml

3.12 |Number of Burettes {3 Nos

3.13 |Titration Able 1o support parilel titration

3.14 [KF provison optinol

3.15 |Electrodes pH Electrode,Non aqueous elctrode, Silver ring elcirode,

3.16 [Filing and dispensihg 430 sec or better

3.17 [{Interface. USB

3.18 [Software’ A Single software complaint with data(Spectra) library of standards
3.7 Power supply 240 VAC, 50/60 Hz
3.18 |Quantity 1 No

Dimensions
External dimensions
42 |Finishes Dgsl_ign of the gquipment should.e.nhance cleapip'g by providing minimurn sharp corners,
mirimum crevices and smocth finished welds joints

‘File name: NPI-120310-EQP-DS-POT-01 Page 2/4



nn ee Equipment Name|Potentiometer ffﬁl veL o LaaTER)

Document No.|DS-POT 01

Revision No.|00

5.2 |Automatic recogriition of exchange units and sensors.are provided to recognise the eI_eCtrodes.aut’om_aticaiiy._
5.3 |MEANS.STAT,CAL parameters should compatable.

54 _ Store calibration data,analysis data in electrodes.

5.5 |Password security should be provided for data.

5.6 [convert analog signal to digital signals with out any floucation and interuptions.

5.7

Accessaries required ;. Magnetic stirrer;base palte,clamping ring,support road.elctrode holder,Glass bottles,

present

I

Extensive diagnostics, error detection and display machanisain should be

= = T zesp

6.1 elctrodes of agueous,non aqueous,silver ring electrode and a_pp_ropriate‘ glectrode storage buffers
6.2 |lt shall have capacity to save the data for 100 measurments.

63 |2 USB port shall be prpvided for acess

6.4 |LED-display shall be provided for process monitoring and atarm indicator,

i

7.2 |All measurements are made automatically, which eliminates the need for operator judgment.
7.3 |Calibration with fiuids traceable to NIST and calibration data securely stored and available for review.
7.4 |Operator Traceability, full 21 CFR Part 11 compliant password system:

8.1 |Appropriate closure of all paris.
8.2 |CE Certification and Proper earthing should be given for the instrument.
8.3

'F_cll_owi'ng documents, but not limited to these, are expectéd from the vendor as part of the supply package in hard

e

Tt i e S e 2

8.1 copy as well as editable electronic file.
99 Operation and maintenance manuals, with trouble shooting tips ( Both soft and Hard copies) and 1Q.0Q

) Documents,
9.3 [One year Warranty.
9.4 |Listof standard spare paris with ordering information,
9.5 [Calibration and inspection certificates.

Tirai_nin_g for the technical persens to be inciuded to handle-the equipment., Compiiance and calibration

9.6 [certificates, instrumentation and contro) wiring drawings, complete IQ,0Q,PQ documents for hardware (soft and

hard.copies), accessories and.spare parts list, procedures for-calibration and cleaning etc,
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

n n e.@‘ Equipment Name|Potentiometer ﬁ?’gl LRI ares

Document No.|DS-POT 01

Revision No.|00
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Instrumentation
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Equipment Specification Data Sheet Equipment Name: Water Bath

Document No.: DS-WBH 02 Revision: 00

. Project Name: Integrated Vaccines
Project No.: 120310 Complex, Chengalpattu

B1 HiB B1-WBH 02-04 20 L Pt A
R1 Measles R1-WBH 02-03 30L 2
Q1F Mycoplasma Lab Q1F WBH 02 20L 1

Mr. Krishna Amrutam Manager - Formulation, Fill & Finish

msseédepartment W_Jhu“u ( Lk X
AWVD!J]WMW A M KJ‘ i Po-vb )
User department:
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Project / Englneerlng
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ELSRE] o Sl fvem

he department
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

nne

Equipment Name| Water bath

Document No.|DS-WBH 02

Revision No.|00

HBL e

m The Water bath shall be used for the incubation of various samples under controlled temperature

2.1 |B1-WBH 02-03 20L Stationary NA
2.2 |Q1F-WBH 02 20L Stationary NA
2.3 |R1-WBH 02-03 30L Stationary NA
B1-WBH 04 i
Model cGMP model
3.2 [Heating capacity(kW) [Vendor to specify
Inner chamber size .
3.3 (LXWxH) Vendor to specify
External ;
34 | dimension(LxwixH) | Vendor to specify
Temperature ”
3.5 controlling mecahnism Microprocessor based PID temperature controller
36 Expected operational 24 hrs
hours per day
3.7 |Display LED display for temperature
3.8 Working temperatire Ambient temperature +5°C to 100°C
range
3.8 |Temperature stability |[+0.2 °C
3.10 [Temperature Uniformity|+0.1 °C
3.11 |Resolution 0.1 °C
3.12 |Temperature selection |Digital Microprocessor controller (soft touch)
3.13 |Quantity A $8No's ( Gireutatory—1Ne, Stationary - 4 Nos)
Power requirement To be compatible to standard Indian Power supply socket
Inner chamber S8 304 mirror finish
4.2 |Exterior chamber ¢GMP compliant exterior
4.3 [Heating element Stainless Steel

File name: NPI-120310-EQP-DS-WBH-02
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INTEGRATED VACCINES COMPLEX, CHENGALPATTU

n n ew Equipment Name| Water bath ff;ﬁl oy

Document No.|DS-WBH 02

Revision No.|00

4.4 |Lid or top cover cGMP compliant material preferably fransparent

4.5 |Perforated tray Stajless Steel

4.6 |Racks for test tubes

iR S

Stainless Steel

5.2 |Seamless,splash proofkey pad with characteristic symbols should be provided for easy operation.

5.3 [Audible and optical alarms are required for pratecting from dry-running condition.

5.4 |Warning measures (. audio visual alarm) for deviation of temperature to + 0.5 °C from Set point

55 |Drain should be provided for the ease of emptying the bath.

5.6 |All parts in contact with water should be made of 55304

5.7 |Minimum-and Maxirmum Fill levet should be clearly indicated by a marking on the inner surface of the bath.

The lid shotld be designed in such a way that the dropping back of the condensate into the test tubesifcontainers.
should be avoided.

5.9 [The water bath outer surface should riot have any sharp corners..

5.10 |The equipment shall be compatible for clea

ning with all
= .

all standard disinfectants.
e 7 ; :

TR gt e

sl e B

6.4 |The equipment must be portable

8.1 jAppropriate closure of zll parts.

8.2 |Proper earthing is necessary.

- 9.1 [10Q dogumenits

9.2 |Operation and maintenance manuals shall be provided along with |0Q documents .du_ring instailation at the site,

9.3 {Warranty letter for 1 year from the date of supply.

Calibration certificate of critical instruments with respect fo the traceable national reference standa_rd} instrument and
their ealibration procedure.

10.1 |Not Applicable
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Equipment Name| Water bath

Document No.|DS-WBH 02

Revision No. |00

i %n‘-’.’t.,

e

G

o ‘,,%%‘i%'gif* i

g s e
-
. i
B1-WEH 04 Conjugation &) g nias
Purification ;

Q1F-WBH. 02 Mycoplasma Lab Instrumentation Q1F009 4700 x 7300 2700
R1-WEH 02 MR Ce’ﬁ::”re R1G071  |3800X4500 2400
R1-WBH 03 MR caﬁ:gum R1G083  |4830X3650 2400

B1-WEH 02-03 HiB PQc B1G135  [om2 2400

Tahie.

Not applicable

ok (Y&). b TR
DR
o

G

e
7

.
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Equipment Specification Data Sheet Equipment Name: Weighing balance
Document No.: DS-WBG 02 Revision: 00
. ; Project Name: Integrated Vaccines Complex,
Project No.: 120310 Chengalpattu

QiF Mycoplasma Q1F-WGB 01 220 g 1

B1 (HEP) MBB B1-Hep-WGB 02,03,04 [150 Kg 3

B1 (HEP) MBB B1-Hep-WGB 05 15Kg 1

B1 (HEP) MBB B1-Hep-WGB 06 820¢g 1

B1 (HEP) MBB B1-Hep-WGB 07 410 Kg 1

F4 BCG F4-WGB 01,02,03 1g-600¢g 3

F4 BCG F4-WGB 04 10g-10 kg 1

R1 Measles R1-WGB 01 100 mg to 1000 g 1

R1 Measles R1-WGB 02,03,04,05,06 |100 g to 40 kg 5

B1 (HIB) MBB B1-WGB 01,02 220g 2

B1 (HIB) MBB B1-WGB 03 10 Kg 1

B1 (HIB) MBB B1-WGB 04,05,06,07 50 Kg 4

F1 VVF- MR F1-WGB 02 100 g to 40 kg 1

Mr. Sandeep Kumar

e Yges s oo Pocoss o ke 75 Sl

Mr. Krishna Amrutam Manager - Formulation, Fill & Finish
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Document No.: DS-WBG 02

Equipment Specification Data Sheet

Equipment Name: Weighing balance

Revision: 00

Project No.: 120310

Project Name: Integrated Vaccines Complex,
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Wezghmg balances will be used for determlnlng welght or mass of salts and other chemlcals WhICh shall be
used in the process and also for specific areas like animal house, they are used for weighing. laboratary

CHENGALPATTU

Equipment Name

Weighing halance

Doecument No.

DS-WGB 02

Rewsmn No.

anrmais for materials like arumal feed, beddlng matersal etc:

FABY e

iyt 4 [ Nrieipmnt.

| 2.1 Q‘i FWGB 01 1
22 loronos 3
2.3 |B1-Hep-WGB 05 1
2.4 |B1-Hep-WGB (08 1
2.5 |B1-Hep-WGB 07 1
26 |F4-WGB 01,02,03 3
2,7 |F4-WGB 04 10g-10 kg, 1
2.8 [R1-WGB 01 100 mg to1000°g 1
2.9 -6”21,'0“';’3205‘ - 100 g to 40 kg 5
2.1 |B1-WGB 01,02 220g 2
2.11 |B1-WGB 03 10 Kg 1
212 |B1-WGB 03 50 Kg. 4
213 |F1-WGB 02 100 g to 40 kg 1
3.1 Model cGLP modei
3.2 [Unit of display |Milligram, Grams , Kilograms
3.3 |Linearity Vendor to specify
3.4 |Measuring System  [Vendor to specify
3.5 |Tare Full Weighing Range
3.6 |Calibrations Externai, internal calibration is required
3.7 |Display Backlight: LCD display
38 ?gﬁiﬁéiroartﬁ:e (-5 °C) to'50 °C (system shall be suitable)
‘3.9 |Door Opening from 2 sides and top.sides
3.1 |Power Requirement |To be compatible fo standard Indian power supply socket
3.11 |Quantity 25 Nos.

File name: NPI-120310-EQP-DS-WBG-02
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INTEGRATED VACCINES COMPLEX
CHENGALPATTU

n n ee Equipment NameWeighing balance i';?gt S

Bocument No,|DS-WGB. 02

Rewsmn No. a0

MOC of Door Acryhc (for: analyhcal balances)
4.2 MOC of Pan S5 304

5.1 The Balance should be properly Ievelled In bund _spirit Ievel for Ievel adjustment sheuld be prowded

5.2 '|Should be easily cleanable and compatible with all standard disinfectants

Standard we|ghts shouid be provided for the calibration (E1 - 21 pieces weigh set- 1 no) with certification-and
traceability.

5.4 |Auto calibration facility should. be provided.

Balance should be capabie of counting tarring, totalizing; percentage weighing,toggling between gross/net
value.

6.1 Dlsplay shculd be Back light LCDfGraphlc display,
On power faiiure-equipment should come in f2il safe condition,Over load, low battery indicator and auto power

6.2 off should be provided.

6.3 Enclosure should be removablé whenever required. Clean ability of weighing balance by removing the pan
™ |shiould be pessible

6.4 Power failure and recovery should be provided, equipment settings should not get disturbed due to power.
“ \failure.

65 ;rlnter pr;awamn of RS.232 port with we|gh|ng balnace shall be considered for: printing time and weight data for
: e sample

6.8 |Memory function, to keep the last 20 weight in memory.

8.7 |SS ramp should be provided:to move . the weighing balances.

6.8 |Training/ demo for the users.on operatmns and cleanmg to be prcwded

8.1 Approprlate closer of aII parts shall be: conmdered

8.2 Proper earthlng is necessary

Followmg documents but ot i:mlted to these are expected from the vendor as partof the supply package in
hard.copy as well as editable electronic file,

g.2 |i0Q Protocol to be provided

9.3 [Comprehensive one year warranty istter from the date of supply.

Operation, calibration and maintenance manuals along with 10Q documents duiring installation at site to be
provided.

9.5 [MOC Certificates to be provided by Vendor.

Calibration certificate of critical instrumnets with respect to the fraceable naiional reference standard
instrument and their calibration procedure to be provided

9.4

8.6

File name: NPI-120310-EQP-DS-WBG-02 Page 4/6



INTEGRATED VACCINES COMPLEX,
CHENGALPATTU

n n e‘"J Equipment Name|Weighing balance ;7!‘31

Document No.|DS-WGB 02

Revision. No. 00

| ‘1 1 Shlmadzu Mettler Toledo Saﬂonus
NOTE: Accurate size and technical specification need to be mentioned by the vendor
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.INTEGRATED. VACCINES COMPLEX,
CHENGALPATTU

n n e" Equipment Name .Wei_ghi'n'g balance fi;gl s e emome

Document No.|DS-WGB 02

Revision No.|[00

Q1F-WGRB 01 Mycoplasma - Materila Prep Q1F014 . 26m2 2700
B1-Hep-WGB 02,03  [MBB-Hep-B Dispensing room | B1G018 14m? 2700
B1-Hep-WGB 04 MBB-Hep-B Sterile filtration ‘B1G036 25m? 2700
B1-Hep-WGB 05 MBB-Hep-B Dispensing room |  B1G018 14m?* 2700
B1-Hep-WGB 06 MBB-Hep-B Chromatography | B1G043 49m? 2700
B1-Hep-WGB 07 MBB-Hep-B Dispensing room |  B1G018 14m? 2700
Harvest and A 2 270
F4-WGB 01 BCG purification F4G029 49m’ 2700
FA-WGB 02 BCG Vialfiling area |  F4G040 11im? 2700
F4-WGB 03 BCG ' Dispensing room |  F4G011 11m? 2700
F4-WGB 04 - [BCG Dispensing room | F4GO11 11m? 2700
R1-WGB 01 Measles Med'agifrat"’" R1G042 5400 X 8095 2700
R1-WGB 02,03,04,05,06 |Measles Media preparation] R1G042 5400X8095 2700
B1-WGB 01,03,04  |MBB-Hib Dispensing room | B1G117 14m? 2700
BI-WGB 02,05  |MBB-Hib Conlugaton&Purifl  gG433 43m? 2700
i ; _ . Polysaccharide _ 2
B1-WGB 06 MBB-Hib purification B1G136 58m’ 2700
B1-WGB 07 MBB-Hib Sterile filtration B1G141 32m* 2700
- e Blending & ar PR _
F1-WGB 02 VVF- MR Formulation F16080 5410 X 6215 2700

Not applicablé:
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2.0

Overview

2.1

Project Introduction

HLL Biotech Limited (HBL), a subsidiary of HLL Lifecare Limited, (a CPSU under
Ministry of Health & Family Welfare, Government of India, is implementing "Integrated
Vaccines complex” Chengalpattu. The proposed complex is a state of the art facility with
cGMP compliance for manufacturing vaccines required for the immunization programme
of Government of India.

HLL Biotech Limited has associated with NNE Pharmaplan India Limited, hereinafter
called as “NP” has been appointed as “Engineering Consultants”. NNE Pharmaplan
shall design and engineer this facility, incorporating the latest GMP Standards and best
practices. This facility shall be built as per the latest International trends and upon
completion, shall be in compliance with Indian FDA (Schedule M), WHO/GMP
regulations.

2.2

Project Standard

The facilities, upon completion, shall be in compliance with the Indian FDA (Schedule
M), WHO, and also the HBL’s internal quality standards.

2.3

Purpose

This specification states the mandatory requirements and critical instructions for process
systems, process support systems and utility systems.

3.0

Scope

3.1

Systems in scope

The specification applies to process systems, process support systems and utility
systems used for producing vaccines. For each requirement (see section 5.0
"Requirement specification"), it is more explicitly specified what types of systems the
requirements apply to. The specification applies both to new systems and to changes of
existing systems (if applicable and then only to the parts that are changed). HVAC
systems, automation and electrical building installations are not included in the scope.

3.2

Supplementary or changed requirements

The specification covers mandatory requirements and critical instructions. There may be
cases when more specific requirements than described in this specification are
necessary. It may be supplementary requirements; In such cases, the User
Requirement Specification (URS) must state which requirements are applicable and
where precisely deviations are made from this instruction

3.3

Note

"Vendor is required to adhere to all necessary and applicable requirements. Any
specific requirement not applicable should be mentioned in the remark column. Also,
any deviation or non-compliance a comment must be inserted or enclosed as a separate
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annexure by referring to the respective IRS specification number.” For more information
vendor to refer Tender enquiry document no: NPI-120310-EQP-TD-S1-01.

4.0 Safety Requirement

4.1 General
Following facilities must be provided to protect personnel, product and equipment /
system:

4.1.1 Inthe event of equipment / system malfunction or loss of utilities, the unit must contain all
necessary protection devices to ensure that the equipment / system and the article remain
in a safe condition.

4.1.2 Noise level <75 db at a distance of 1 meter from the equipment / system.

4.1.3 Emergency stop switch should be located on accessible areas or within the reach of the
operator and a signal has to display when emergency stop button was activated..

4.1.4 Earthing all parts of the machine, including doors, movable units etc to the earth
grid/cable/tag box, supplied by the electrical contractor

4.1.5 In case of power failure, the system must be protected in the following priority and the
likeliness of damages must be minimized:

e Persons and environment
e Equipment
e Product

41.6 For the safety of the operator the external surfaces should not have temperature more
than 45°C.

4.1.7 Warning stickers on all hot surfaces

4.1.8 Appropriate closure of all rotating parts of machine.

4.1.9 Appropriate failure detection and alarm notification

4.1.10 All machine doors which are closed during production, according to operator safety, have
to be supervised by security switches. In case of door opening the machine must stop
immediately.

4.1.11 Explosion proof design.

4.1.12 Motor fault or over load.

4.1.13 Sufficient lighting inside machine housing and control cabinets must be provided by the
vendor.

4.1.14 Vibrations shall not exceed level acceptable according ISO 10816.
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4.1.15 Alllines and equipment surfaces which represent a danger to operators and maintenance

personnel with regard to freezing or burns will be adequately insulated.

4.1.16 Generally all sensors are supplied via the uninterruptible network. Thus the actual system
condition can be displayed even in case of voltage failure.

4.1.17 Control lights and other display elements shall not be influenced by voltage failure.

4.1.18 Grounding of the entire framework is required

4.1.19 All motors have to be thermally protected

4.1.20 The level of protection of the electrical components has to be IP54 or higher based on the
Process requirements.

4.1.21 Audio alarms have to be in the range of 2.3 — 2.9 kHz in order to avoid interference and
confusion with evacuation alarms.

4.1.22 As per the state electricity board, harmonics for all electrical wiring should remain within
3%. Active or passive filters should be used. The same has to be clearly marked in circuit
diagrams. Detailed information to be provided in spare lists etc

4.2 Power Failure and Recovery

4.2.1  On power failure equipment shall come to rest to protect operator, equipment and the
product.

4.2.2 After power resumption, the machine should not start automatically i.e. human
intervention should be required.

4.2.3 After power regain, the machine should start from the step it stopped with the provision of
real time recording and printing facility.

5.0 Requirement specification
5.1 Refrence Standard / Guideline for Equipment / System
The equipment should comply with the following guidelines / standard:
Sl. R Lo s
No. eference Standard / Guideline Applicability
Current GMP-Regulations
e EU-GMP-Guideline Part 1, Annexes 1, 11 & General
15Schedule “M” GMP requirement for all
1 e 21 CFR, Part 210 cGMP in Manufacturing, the equipments /
' processing, packing or holding of drugs: General systems . .
e 21 CFR Part 211: Current Good Manufacturing (pl)ha'rm/aceu'FlcaIs/bl
Practice for finished Pharmaceuticals ologics/vaccines)
o WHO Good Manufacturing Practices - Main
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Principles for Pharmaceuticals Products

e WHO Good Manufacturing Practices for
biological products

Operating safety act

e The requirements of the Operating safety act must

be observed.
ASME-BPE compliance
e ASTM, American Society of Testing Materials
¢ ANSI, American National Standard Institute
e AWS, American Welding Society

Sl.

No Reference Standard / Guideline Applicability
FDA Guidance for Industry For all
5 | Sterile Drug Products Produced by Aseptic | equipments/systems
" | Processing-cGMP used in aseptic
manufacturing
FDA Guidance for Industry . .
) oo o For equipments used in
3. | Documentation for Sterilization Process Validation sterilization such as
in application for human and veterinary drug autoclave / DHS etc
products
GAMP
The Good Automated Manufacturing Practice
(GAMP) Guide for Validation of Automated Systems | For automated / semi —
4. in Pharmaceutical Manufacture, Vol. 5 automated
Current GMP-Regulations computerized systems
21 CFR Part 11: Electronic Records; Electronic
Signatures
CE Conformity For product_s placed on
. . . the market in
5. A CE de_clarajpn _of conformity must be available. | o European Economic
The CE identification must comply with the current Area (EEA) (all the
EC commission systems / equipments).
ASME For all pressure vessels
. . . / reactors / fermentors /
6. | Section 8- Div | for pressure vessels design autoclave / sterilizers
ASME-BPE Compliance (As per latest version) etc
ANSI / NSF 49-2008
7. | Biosafety Cabinetry : Design, Construction, Biosafety cabinet
Performance and Field Certification
ISO 14664
Clean Rooms and its Associated Controlled Any equipments with
8. HEPA filters (RABS /

Environment
(European Standard) EN — 1822 for HEPA

LAF / BSC etc)
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FILTERS
9. IS.O 8.362 . o . For Vials and closures
Injection containers for injectables and accessories

5.2 Cleaning Requirement

5.2.1  Design of equipment should be smooth to enhance cleaning feasibility and by providing
zero sharp corners, crevices and smooth weld joints.

5.2.2  All bolts, nuts on the exterior part of equipment will be with cap head or cap nut

5.2.3 The vendor shall provide the detail of cleaning agent based on compatibility of material.

5.2.4 Equipment contact parts shall be easily dismantle-able and cleanable

5.2.5 The equipment shall be easily accessible for cleaning of non-product contact part at
maintenance side of the system

5.2.6  All gaskets provided to avoid leakage should be able for easy removal & re- fixing.

5.2.7 The vendor shall provide the detail of utilities requirement for the applicable cleaning (WIP
/ CIP / SIP).

5.2.8 Systems with CIP shall be designed for 100% coverage of the internal surface areas.

5.3 Qualification Requirement

5.3.1  Equipment shall be qualified for design phase (DQ), installation phase (1Q), Operational
phase (OQ) and the performance phase (PQ). Computer system verification as per the
standards of GAMP.

5.3.2 Vendor shall support and provide all necessary documents and test procedures to client
for proper execution of all the qualification phases.

5.4 Material of Construction (MOC)

5.4.1 Materials:

Materials: Surfaces in contact with media must be of a material quality which does not

react with to, absorb, leach or contaminate the media to an extent that will impact the
product quality. The materials specified in row must always be evaluated in relation to the
specific media that the material will get in contact with. Particular limitations regarding the
use of materials shall be specified in the respective URS.

Acid-proof stainless steel, resistance: Many types of acid-proof stainless steel are not
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sufficiently resistant to media with low pH (under ~3) or high chloride content, particularly
HCI solutions. Where acid-proof stainless steel is not sufficiently resistant PP, PE, PVDF
or PTFE are recommended.

Declaration of Compliance: Materials of construction must as a minimum be
documented with a Declaration of Compliance from the supplier. The Declaration must
contain a guarantee that the used/supplied materials are in compliance with the
specified/ordered. Suppliers of pipes, fittings, components, instruments and systems must
be able to trace the materials to the material manufacturer's "heat number" and the
material composition of the specific batch. The supplier's ability to secure this traceability
can for instance be ensured via supervision, audit and performance history as part of the
approval of the supplier.

Specifications:

e  All metallic product contact / critical surfaces should be constructed of SS316 L
grade with internal mirror finish (< 0.5u Ra for filling line and < 0.8 Ra for
lyophiliser) and external surface matte finish (< 1.2u Ra).

e All metallic non-product / noncontact / non critical surfaces should be constructed of
SS304 grade or better (316 in sterile area) with external surface finish as matte
finish (< 1.2y Ra).

e  Gaskets, seals and O-rings coming in direct / indirect contact surfaces should be
constructed of USFDA approved polymeric materials only.

e Borosilicate glass should be used wherever required eg:- inspection door viewing
port in the machine etc.

. Material of insulation shall be mineral wool/ ceramic wool cladded with SS 304.

Area of application: The requirements apply to process systems and clean utilities. For
other systems the requirements are intended as guidance and are in such cases not
subject to formal tests.

Alternative materials listed below.
e Acid-proof stainless steel with content of
o Molybdenum =2.0% and Carbon < 0.03%.
o Forexample: AISI 316L, AISI 904L, EN1.4404, EN1.4435, EN1.4462,
e EN1.4539, UNS S32205, others.
e Also accepted: AISI 316Ti and EN1.4571.
e If the material is not to be welded, accepted are also:
o Molybdenum = 2.0% and Carbon < 0.08%.
e Forexample: AISI 316, EN1.4401, others.
e Polymers, accepted types:
e CSM (Hypalon), E-CTFE, EPDM/EPD, FEP, FFKM, FPM (Viton), PE, PEEK,
e PFA, PP, PTFE (Teflon), PVDF, SI.
e InLPLC columns: acrylic
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e In addition, the material must comply with 21 CFR part 177 or USP 24 Class VI.
e Liquids must comply with 21 CFR part 172 or part 178.

e By ’liquids in contact with media” is here understood lubricants and other liquids in
equipment, components and instruments where there is a high probability of direct
contact with the medium by wear and tear, defects, failures, etc.

e Other materials, accepted types:
o Titanium e.g. EN3.7025, EN3.7035, EN3.7235
o Hastelloy e.g. C4, C22, C276
o Ceramics e.g. alumina, zirconia
o Glasse.g. borosilicate
o In mechanical seals and the like, also SiC and WC.

5.4.2

Untreated welds

Welds:

Untreated welds in contact with media must have a sanitary finish. This facilitates easy
and effective cleaning and minimise the risk of corrosion, microbial growth and other
contamination of the product. For treated (burnished, polished) welds in stainless steel,
Plastic welds are not treated.

100% inspection of all welds is not required. The quality of the welds is instead secured
through a number of indirect requirements and spot checks and welder qualification.

Few welds: In cases when only a few welds are to be carried out, a 100% independent
inspection can be chosen instead of the 5% stated in requirement a) In that case,
requirements on certificates (b,2) and 20% self-inspection (b,4) are cancelled.

Self-inspection: By self-inspection is meant an inspection that is carried out by the
welding contractor's inspection function.

Independent inspection: By independent inspection is meant an inspection carried out by
a Technical Discipline Specialist who is organisationally independent from the welder. It is
recommended to use Technical Discipline Specialists from a organisation with
accreditation to perform welding inspections.

Extended inspection: If the inspection uncovers welding defects or discolorations, the
inspection must be extended to determine the extent of the problems (for instance by
systematic inspection of the specific welder's work).

Pickling: For welds in stainless steel there may be cases where it is very difficult to
achieve welds without too much discoloration. In such cases, pickling or passivation is
acceptable, but it is not recommended as a general procedure.

Specifications:

. All welds shall be crack and crevice free.

e Internal welds and welds likely to be in contact with the product shall be ground
smooth and flush. All other welds shall be ground smooth (< 1.2y Ra).
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e  Clean media pipes shall be orbital welded

e All welds shall be polished to the same standard as the surrounding areas, with
direction of lay following the direction of welding.

e Insulation material should be non-fibrous and covered with completely welded SS
304 or better cladding.

e  Stainless steel fabrications must be welded under inert gas (Orbital welding) with
Boroscopy records and treated by pickling and passivation to pharmaceutically
accepted standards, to prevent corrosion.

Area of application: The requirements apply to process systems. For systems with dry
gases there are however no requirement for independent inspection (part of requirement
a), and the requirement is verified by commissioning. For other systems the requirements
are intended as guidance and are in such cases not subject to formal tests.

a] Untreated welds in stainless steel in contact with media must be without welding defects
— as defined in [ASME BPE, MJ-6] or equivalent standard. Discoloration exceeding "light
straw” or “light blue” must not exist in the heat-affected zone (cf. [AWS], [Force] or
equivalent standard). At least 5% of a system’s welds must be inspected for discoloration
and welding defects by an independent Technical Discipline Specialist. The inspection
must be targeted the welds that the independent Technical Discipline Specialist considers
hardest to make error-free and the inspection must representatively be spread on the
welders. The inspection must be carried out using boroscopy, endoscopy or direct visual
inspection.

b] Untreated welds in stainless steel in contact with media must be:
1. Traceable to welder, welding procedure and self-inspection via a welding log.

2. Made by welders holding a valid welding certificate to weld in the specific materials and
dimensions. The certificate must be issued by an accredited authority (for example
Force Technology and others).

3. Executed according to an approved welding procedure (WPS).

4. Self-inspected by sampling for welding defects and discoloration (cf. req. a). The
inspection must be carried out using boroscopy, endoscopy or direct visual inspection.

The self-inspection must be carried out on at least 20% of the welds. The inspection must
be targeted the welds which the construction supervision staff considers hardest to make
error-free and the inspection must be representatively spread on the welders.

c] Welds in thermoplastics, in contact with media must be

1. Without welding defects - as defined in [ASME BPE, PM-3.4.1] or equivalent
standard.

2. Made by fusion welding with a machine where data for critical welding parameters is
recorded automatically.

3. "Beadless butt fusion” type welds in systems with formal requirements to drain ability
(see section title "drain-ability).
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4. Traceable to welder, welding procedure and welding data via a welding log.

5. Made by welders who hold a valid welding certificate to weld the specific materials.
The certificate must be issued by an accredited authority, alternatively an authority
approved by the material supplier.

6. Executed according to an approved welding procedure (WPS).

55  Use of Lubricants

5.5.1  Any lubricant, if used in the equipment / system must be of food grade and non-toxic.

5.5.2 If lubricant use, All lubricating points must be clearly shown and labeled.

5.6 21 CFR Part 11 Compliance

5.6.1  Automation and Human Machine Interface (HMI); the software/Hardware system should
generate data that cannot be manipulated by the operator. Compliance to 21CFR part 11.

5.6.2 Vendor to perform a criticality assessment to assess the applicability of the system to Part
11 regulation. Software if used to generate, process, store the critical data must be
validated and must be upgradeable to 21 CFR Part 11 requirements.

5.6.3 The vendor may be also allowed to use CAT6 or CAT6a cables,(RJ-45) cables to do
communication

5.6.4 RS 232 interface is required to transfer the data and as well to take the printout.

5.6.5 A backup of the data must be available on the system, locked and not tampered by the
operator. The data must not be able to manipulated by the operator.

5.6.6 The audit trail for the data integrity may need to include functions such as authorized user,
creations, links, embedded comments, deletions, modifications/corrections, authorities,
privileges, time and date etc.

5.6.7 Area of application: This requirements apply to all types of critical process equipments
and utility systems (such as BMS of HVAC, PW, WFI & PSG) with HMI, PLC / Software

5.7 Data Integrity

5.7.1  System security shall be provided to access the operation system and to alter configurable
parameter values through access password.

5.7.2  Minimum 3 level password shall be provided as:

e Operator: Shall provide operator access to allow routine operation of all equipment
features

e Supervisor: Shall provide access to operator level features in addition to critical operating
parameter configuration

e System Administrator: Shall provide the access to the Operator and Supervisor level
features in addition to system security parameters.

File Name NPI_120310_IRS_S1_02 Page No. Page 12 of 30




HLL BIOTECH LIMITED, CHENNAI

INTEGRATED VACCINES COMPLEX, CHENGALPATTU

Installation Requirement Specification and Specific
Instructions

nne pharmaplan” | pocument No:

NPI-120310-IRS-S1-02

)
, i HLLBIOTECH LMTED
st o HL e e
}hGoermertof it

Effective Date: 13-02-2014 Revision No: | 01
Specifications Remarks

5.7.3 Area of application: This requirements apply to all types of critical process equipments
and utility systems (such as BMS of HVAC, PW, WFI & PSG) with HMI

5.8 Batch Data Display and Record Printing

5.8.1 A complete batch display indicating the following important parameters, but not
limited to these:

5.8.1.1  Start date and time of operation

5.8.1.2 End date and time of operation

5.8.1.3  Product name and Batch No (For process equipments)

5.8.1.4  All failures alarms (/repeated alarm) and notification

5.8.1.5 Operator code and name

5.8.1.6  All process parameters

5.8.2 A batch record indicating the following important parameters but not limited to

these
5.8.2.1  Product name and Batch No (For process equipments)
5.8.2.2 Start date and time of operation
5.8.2.3 End date and time of operation
5.8.2.4  All failures alarms (/repeated alarm) and notification
5.8.2.5 Operator code and name
5.8.2.6  Adequate space for writing remarks / corrective actions if any.
5.8.2.7 Identified space to sign for operator & supervisor.
5.8.3 Area of application: This requirements apply to all types of critical process equipments

and utility systems such as PW, WFI & PSG

5.9

Desired Documents

5.9.1  Vendor must generate all applicable documents during all phases of equipment fabrication
i.e. design fabrication, testing and shipment as per applicable standards.

5.9.2 Following documents, but not limited to these, are expected from the vendor as part of the
supply package as hard copy (02 No.) and electronic editable versions in English
language:

5.9.3 Phase 1: Pre-ordering of the equipment
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5.9.3.1 Filled in URS

5.9.3.2 Equipment layout drawing fitted in the room layout block

5.9.3.3 Detail technical offer that support the compliance of the URS must include the make of the
components and P&ID Proposal.

5.9.4 Phase 2: Post-ordering and pre-fabrication stage of the equipment

5.9.4.1 Functional design specification and technical specification, that should contain the following:

5.9.4.1.1 Equipment descriptions and its function

5.9.4.1.2 Equipment operation steps

5.9.4.1.3 HMI functions with screen shot

5.9.4.1.4 List of failure indications

5.9.4.1.5 List of interlocks

5.9.4.1.6 List of input/outputs and its functions

5.9.4.1.7 Ciritical list of major component, devices and instruments with their specific functions,
specifications data sheet

5.9.4.1.8 Schematic/GA drawings of the equipment.

5.9.4.1.9 List of article contact surface and its MOC

5.94.2 Based on the above documents, equipment design shall be evaluated and approved by
the user for the fabrication.

5.9.5 Phase 3: Fabrication stage of the equipment & FAT

5.9.5.1 Vendor shall provide the Factory Acceptance Test (FAT) protocol at least 4 weeks in
advance of the date of FAT, for the approval by the user.

5.95.2 Internal FAT reports compiled by vendor should be shared with the client for reference.

5.9.5.3 Vendor shall arrange the necessary raw materials (vials, rubber bungs etc) to
demonstrate the following tests like productivity, synchronization etc

5.9.6 Phase 4: Delivery of the equipment & SAT
Delivery of the Equipment:

5.9.6.1  Vendor shall provide the following documents in the delivery package in minimum 2

sets. The delivery package shall reach the site of user at least 15 days before the
delivery equipments for the engineering check of the documents.
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5.9.6.2 Operation and maintenance manuals, preventive maintenance schedule (with

recommended consumables and recommended time interval) for equipment’s major
component as well as the operating system

5.9.6.3 Operation and maintenance manuals for the bought out items.

5.9.6.4 Installation instructions/ guideline for equipment

5.9.6.5 Final as-built drawing for equipment.

5.9.6.6  Detailed drawing (plan and minimum one elevation) marking clearly all the necessary
dimensions and locations of utilities along with requirement of utilities on the drawing
along with the offer.

5.9.6.7 Other applicable drawings (such as P&ID, electrical, instrumentation etc.)

5.9.6.8 Spare and/ or change parts list with ordering information

5.9.6.9 MOC certificates for all direct/ indirect product contact surfaces.

5.9.6.10 Detailed description of all components with the manufacturer name, code/sr. no.,
function, MOC, different test reports, manuals with the installation guideline of different
components (as applicable) etc.

5.9.6.11 Equipment, components, valves and instrumentation etc. shall be uniquely identified by
some code / numbering system and the same shall be shown in Process &
Instrumentation (P&I) and General Arrangement (GA) drawings.

5.9.6.12 Instrument calibration certificates with respect to the traceable national reference
standard instrument and their calibration procedure. Original calibration certificate along
with traceability to be submitted by vendor in their IQ file.

5.9.6.13 Different reports like Welding, Boroscopy, Passivation etc. (whichever is applicable)

5.9.6.14 Recommended SOPs for operation (Start-up and shutdown), general cleaning and
maintenance of each equipment

5.9.6.15 Guarantee/ warranty certificates for each equipment and major bought-out items, such
as PLG, printer, recorders, instrumentation etc.

5.9.6.16 Software installation CD with 2 back-ups, wherever applicable.

5.9.6.17 Software recovery procedures in case of computer system breakdown, for equipment
control system, wherever applicable.

5.9.6.18 Vendor must generate and provide all specifications and test certificates of software
used in the equipment control and/or monitoring system.

5.9.6.19 Shipping checklist along with size & gross weight of each equipment
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5.9.6.20

IQ and OQ protocols

5.9.6.21

Control System input / output verification data and report (Optional)

5.9.6.22

Types of Lubricant and Lubrication instructions. Food grade certificate

Documentation & Drawing Requirement

5.9.6.23

All documents have to be supplied as Hard copy, PDF and native file (doc, xls, ppt, dwg,
etc.).

5.9.6.24

All documents have to be archived in DIN A4 binders. Larger formats have to be folded
according to the requirement.

5.9.6.25

Each binder must be marked with the binder number and number of binders.

5.9.6.26

Different documents within a binder must be separated by extra separator sheets

5.9.6.27

A Table of content is necessary for the whole documentation.

5.9.6.28

User manual: Descriptions and manuals must contain all necessary information about
safety, installation, commissioning, operation, maintenance and troubleshooting.

5.9.6.29

If an initial calibration will be not carried out, at least a manufacture's calibration
certificate must be delivered.

5.9.6.30

Software back-up copies must be delivered for all used programmes to restore the
system or software status quo ante.

5.9.6.31

The drawing or document number must be clearly identifiable.

5.9.6.32

Author/date of creation and reviewer/date of review have to be listed on each drawing,
plan and diagram.

5.9.6.33

The scale must be declared.

5.9.6.34

The size and format of the drawings, plans and diagrams have to be selected in such a
way that all information is readable.

5.9.6.35

All drawings and diagrams must be supplied in AutoCAD compatible formats.

5.9.6.36

A legend including a clear designation must be issued for all used symbols.

5.9.6.37

Appropriate block diagrams must be developed in case of complex equipment.

5.9.6.38

The process flow inside of the equipment must be displayed in a clear and balanced
manner e.g. with arrows and text.

5.9.6.39

The flow directions of the media must be displayed in the drawing.
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5.9.6.40

Main dimension and all dimensions of connections to other systems must be indicated.

5.9.6.41

Equipment with the requirement of drainability must be indicated with slope and direction
of slope.

5.9.6.42

Software ladder logic/ operation and controls flow charts

5.9.6.43

Biological compatibility certificates of all non metallic parts

5.9.6.44

The vendor to work out a list showing all documents included in his scope of work and
delivery.

5.9.6.45

All documents require a document control Section listing all versions and indicating
executed modifications.

5.9.6.46

Delivered software must be forwarded on suitable Storage medium in a format suitable
for installation. Source codes for Client specific applications must be handed over as
electronic files.

5.9.6.47

If cables have to be pulled by third parties, cable lists with following information are
required: unique cable ID-No, cable type, start and endpoint, differentiation between
power and control cable, particular requirements.

5.9.6.48

If the equipment has a control system, all PLC components like 1/0O-cards and local units
like bus nodes, valve terminals or control panel must be listed with information at least
about tag name, description, type, vendor's item number and a reference to the
appropriate manual with the installation guideline.

5.9.6.49

Other components next to the PLC like frequency converter, servo controller, electronic
cams, transmitter, etc. all single items must be listed with information at least about tag
name, description, type, manufacture, and a reference to the appropriate manual books
with the installation guideline.

5.9.6.50

If the equipment contains PCs, the performance data of the PC with processor
type/manufacture/tact frequency/hard disk size and RAM must be labeled. Peripheral
apparatus like I/0O-cards, graphic cards, etc. which do not operate with standard drivers
must be indicated and must also be contained information at least about the description,
type, manufacture and a reference to the appropriate manual books with the installation
guideline.

5.9.6.51

Supplementing the P&l diagram: A valve position matrix must be developed for complex
processes. The conditions of valves and engines must be described in the various
process steps.

5.9.6.52

If the plant is equipped with a PLC, a print of the programming environment must be
generated and printed.

5.9.6.53

Calibration certificate should have validity of at least 12 months from the date of
installation
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5.10

Training Requirement & Support

5.10.1

A special training for operators, supervisor, and maintenance, electrician staff (min. 5 days
each) has to be included in the offer.

5.10.2

Training must be carried out by qualified personnel. Training documents must be handed
over to each participant at the beginning of the training. A training certificate describing the
training subjects must be worked out.

5.10.3

Training documentation to be issued for operator's easy handling and error analysis.

5.10.4

The Vendor shall provide start-up services through successful completion of the site
acceptance test. The site acceptance test will be a repeat of the factory integration test
performed at the Vendor’s facility.

5.10.5

The Vendor shall provide a four (at least 4) hour training course to twelve (12)
maintenance people on troubleshooting and repair of the system.

5.10.6

A concise operating instruction shall be issued containing e. g. pictures for operator's easy
understanding of the process.

5.10.7

Maintenance to be carried out must be clearly and plainly described. Description of the
maintenance of all components to be summarized in one document.

5.10.8

Vendor should specify the in-house strength / capabilities and offer to support for the
process validation and optimization of the actual process cycle.

5.10.9

The Vendor shall provide a twenty-four (24) hour technical support phone number with a
maximum of thirty (30) minute response time to calls requesting assistance. Support
personnel for this hotline must be knowledgeable and professional.

5.11

GMP Requirement

5111

A clear separation between clean and technical area must be realized.

5.11.2

All utility line shall be properly identified with direction

5.11.3

All drives, filters, pumps, valves (specially chamber drain) should have easy access

5114

The sterile filters must be testable for integrity. Vendor should provide the certification with
Test procedure for Integrity and no of sterilization cycle in the Certificate.

5.11.5

For all clean media a sampling valve should be provided at supply and in drain. Sampling
valve should be certified 1.5D requirement for Dead leg.

5.11.6

An appropriate seal must be used for connecting the paneling to the suspended ceiling,
clean room walls and floor.

5.11.7

The front paneling of the system installed in clean room must be gas tight to the technical
area of the system
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5.11.8 The bio-seal provided for aseptic area equipment should be air tight.

5.11.9 P&ID Diagram

P&l diagrams: are the basis for detailed design, correct functionality, process
understanding, maintenance and tracing of the components and instruments in a system.
P&l diagrams must therefore be available that have each single component and
instrument unambiguously defined by a tag. The plant must be verified to be constructed
according to the P&l diagrams and they must subsequently be maintained "as built".

Components: Every tagged component/instrument on the P&l diagrams must be
registered (in databases or lists) with information that supports correct maintenance.
Relevant information includes: manufacturer, type, model, dimensions and materials of
construction.

Data_sheet, Maintenance instruction: A data sheet and maintenance instructions must
be available for each component/instrument type (can be combined in one document).

Tamper proof Tag numbers: Marking of tags must be executed in a quality that secures
durability and resistance to the environment where they are placed (for example
temperature, humidity, sunlight).

Specification:

e Upon equipment delivery, Vendor shall supply client with a register containing all
details of component numbers issued.

Area of application

e Pipes must be laid out according to P&I-diagram.

e Where slope on pipes are marked on the P&I diagram, slope must be established with
the indicated direction.

e Where drainage to drain systems is marked on the P&l diagram, air break must be
established.

e Placement of components and instruments must be mutually correct according to the
P&l diagram.

e Components and instruments must be marked with the tag shown on the P&l
diagram.

e Components and instruments must be drawn on the P&I diagram with the correct
symbol.

e Components and instruments must be registered on component/instrument lists with
correct tag, type and manufacturer.

Component and instrument databases (or lists) must, for each component / instrument,
contain data for

e Type

e Manufacturer

e Model

e Dimensions

e Materials of construction

For each component / instrument type, a datasheet and maintenance

instructions must be available.
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5.11.10 Sanitary components

Sanitory Components: All process equipment (including couplings, fittings and
clamps) in contact with non-bacteriostatic media must be of a sanitary type. This
facilitates easy and effective cleaning and minimise the risks of microbial growth and
other contamination of the product. Whether the equipment can be considered to be
sanitary must be assessed based on international, accepted standards for sanitary
designs, for example EHEDG Guidelines, 3-A Sanitary Standards or ASME'’s
Bioprocessing Equipment [ASME BPE].

Specification:

e All valve and fitting in contact with the media shall be of sanitary type and suitable
for aseptic use

Area of application: The requirements apply to process systems.
The requirements are however not relevant to:

e Systems with dry gasses.

e Self-draining pipe branches in systems with pure steam.

a] Tanks, centrifuges, pumps and other process equipment, as well as components and
instruments, must be of a sanitary type.

b] Couplings, fittings and clamps must be of a sanitary type.

5.11.11 Prevention of cross-contamination

Cross Contamination:

Process systems must be designed so that the risk of cross-contamination is minimised
between media that must not get in contact with each other.

Prevention against cross-contamination through leaking valves must always be
established between CIP systems and other media and always between water systems
and other media”. Whether the systems must be secured against leaking valves
between other media one to another is assessed individually and must be stated in the
system's URS or other requirement specifications, and must also be reflected in the
design solution.

Double Block and Bleed:

Process systems must be designed so that the risk of cross-contamination is minimised
between media that must not get in contact with each other.

Prevention against cross-contamination through leaking valves must always be
established between CIP systems and other media and always between water systems
and other media”. Whether the systems must be secured against leaking valves
between other media one to another is assessed individually and must be stated in the
system’'s URS or other requirement specifications, and must also be reflected in the
design solution.

Heat exchangers:
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Heat exchangers must be of the type double-plated heat exchanger or double tube-
sheet tubular heat exchanger (Ref section title "sanitary components"), where leaks are
detectable on the outside.

Air break:

Drainage towards drains must be secured against reverse suction and contamination
with air breaks. Alternatively, a suitable sanitary mechanical device may be used, if the
drain connection needs to be closed.

Area of application:
a] The requirements only apply to process systems.

Design solutions must be chosen that prevent cross-contamination through leaking
valves

e Between CIP systems and other media
e Between water systems and other media

e Between other media one to another if specified in the URS or similar
specifications.

b] "Air breaks” towards drain must be visible and at least 25 mm.
c] Heat exchangers must be of the type double-plated heat exchanger or

double tube-sheet tubular heat exchanger.

5.11.12 Deadlegs

Deadleqgs: The incidence of "deadlegs" in process systems must be minimised to the
extent possible to facilitate easy and effective cleaning and minimise the risk of
microbial growth and other contamination of the product.

Design: The design should aim at including as few deadlegs as possible. The deadlegs
that cannot be avoided must be designed and constructed to be as small as possible.
Deadlegs can result in a "hardest-to-clean area" which must be addressed in the
cleaning validation.

Area of application:
The requirement applies to process systems.
The requirement is however not relevant to:
e Systems with dry gasses.
¢ Dedicated systems with bacteriostatic media.
e Self-draining pipe branches in systems with pure steam.
a] For deadlegs, one of the acceptance criteria listed below must be fulfilled.
As a primary rule, acceptance criterion 1 must be fulfilled.

Acceptance criterion 1

The length (L) of the branch measured from the outer surface of the
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main pipe must be smaller than or equal to 3.0 x the outer diameter (d)
of the branch pipe.
l.e.:L/d<3.0
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Acceptance criterion 2

The length (L) of the branch + the radius of the main pipe (half of the outer diameter,
D/2) must be smaller than or equal to 6.0 x the outer diameter (d) of the branch pipe.
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Acceptance criterion 3

For diaphragm valves < DN 10:

The branch (deadleg) must be as small as possible (fulfilment of acceptance criterion 1
or 2 can’t be expected).

5.11.13 Drain ability:

Drain_ability: Process systems must be constructed so that they can be drained in
connection with cleaning, maintenance and — if relevant — product or media
changeover. Pipes must have slope. Components and instruments must be installed so
that they are self-draining. For the lowest positioned points in the system ("local
minima") a drainage arrangement must be built in, for example drain valve, clamp,
pump connection, drain with "air break™ or similar.

Design: Short pipe sections should preferably be designed with a 2% slope and long
pipe sections should be designed with a 1% slope. Slopes below 0.5% can only be
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accepted in exceptional cases.

Specification:

¢ All drains should be at the lowest point of the system for complete drainage.

¢ The system shall have sufficient slope to drain out itself completely.

e All utility pipes specifically pure steam/ water for injection/ condensate should
have sufficient slope towards drain for complete emptying of the pipes

e All drains must be equipped with an air-gap before connected to the drain system
on site

Area of application: The requirements apply to process systems. The requirements
are however not relevant to systems with dry gases. Process support systems, utility
systems and dedicated process systems with bacteriostatic media must all be drainable
to allow easy and safe maintenance, but there is no requirement for a specific slope
and the requirements are not subject to formal testing for these systems.

a] Piping must have at least 0.5 % slope towards drainage points. There must be one
or more points through which the piping can be emptied.

b] The lowest positioned points in the system must all have a drainage possibility.
Tanks and other process equipment, as well as instruments and components, must be
designed and installed so the system can be drained.

This includes that diaphragm valves on horizontal pipe sections must be angled in
accordance with the valve manufacturer’s instructions (if they cannot otherwise be
drained).

5.11.14 Decontamination:

All surfaces in contact with media must be decontaminated (cleaned) before used in
operation. This applies both to systems that are cleaned/CIP’ed as part of normal
operations and systems that are not cleaned in operation.

Decontamination should remove any contamination generated in connection with
fabrication and installation of equipment, etc. The decontamination should not be
confused with the cleaning that must be carried out in connection with the daily
production. Decontamination does not necessarily ensure that the system is clean
enough for production. Inversely, “normal” CIP does not necessarily ensure that the
system is decontaminated.

The systems must be decontaminated according to a specified procedure before being
taken into use. The procedure can for example include successive rinses with NaOH-
solutions, citric acid solutions and pure water. CIP procedures with NaOH-solution and
HNOs-solution can often also be used, but is must be assessed case-by-case. The
procedure must be preapproved by the Process Owner or his representative.

Systems for dry gasses can be decontaminated by blowing with pure process air or
pure nitrogen instead of rinsing with liquids.

Area of application
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The requirement applies to process systems.

For other systems the requirements are intended as guidance and are in such cases
not subject to formal tests.

a] Systems must be decontaminated before they are taken into use,
according to a specified cleaning procedure.

The cleaning procedure must be pre-approved by the customer appointed Project
Manager and Project QA

5.11.15 Pipe marking

Piping must be clearly marked indicating what is carried in the pipes and direction of
flow. The marking supports correct operation, maintenance, safety and environmental
protection. A standard for pipe marking must be prepared covering the system.
Typically, an existing standard for the plant/site is used, but a specific standard for the
project/system may be agreed.

Manual operation

At certain points in process systems or process support systems wrong pipe marking
may cause production errors (for example addition of the wrong media) or cross-
contamination in connections with manual operation or other normal, operation-related
actions. These critical locations must be specified in the URS (or another requirement
or design document). Pipe marking must at these points be verified by qualification (Q).
In all other places, pipe marking must be verified by commissioning (C).

Area of application
The requirement applies to all types of systems.

a] Pipe installations must be provided with pipe markings according to the standard in
effect on the site.

5.11.16 Insulation and cladding

Insulation and shielding:

Insulation of pipes and tanks as well as other cladding and shielding arrangements are
often necessary for safety, energy conservation, etc. Insulation and cladding on
systems in classified clean rooms must have a sanitary finish.

Cold/hot pipes

Insulation and cladding of cold pipes and tanks in clean rooms must be sufficient to
prevent condensation on the outer surface. Systems that are to be sterilised with pure
steam must be sufficiently insulated for the required temperature to be achievable.
Verification of insulation which is critical in consideration of sterilisation is done during
OQ/PQ via identification and check of the coldest points.

Insulation specifications

Insulation/cladding for all systems is selected and dimensioned as part of the detailed
design (if a local standard does not exist already) and must be specified in an insulation
specification or similar document.
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Sanitary execution

Assessment of what can be viewed as sanitary finish must be based on international,
accepted standards for sanitary design, for example EHEDG Guidelines, 3-A Sanitary
Standards or ASME's Bioprocessing Equipment [ASME BPE].

Area of application
The requirement applies to all types of systems.

However, the requirement for sanitary finish only applies to those parts of the systems
that are installed in clean rooms (room classes A, B and C).

a] Insulation and cladding of pipe installations and tanks in classified clean rooms must
be sanitary with regard to materials and execution/finish.

Insulation of piping and tanks must be carried out with the insulation types and
dimensions stated in the insulation specification for the system.

512 Testing requirements

5.12.1

FAT

System shall be inspected and tested (FAT) at the Vendor’s site in the presence of
user’s representative before delivery.

Client must be given thirty (30) working days notice in advance of the testing date. The
Vendor must ensure that the equipment to be tested conforms to the design
requirements prior to notifying Client.

FAT shall constitute part of the equipment qualification (Installation and Operational
Qualification). They will be conducted at the premises of the Vendor in accordance with
written procedures and protocols. The Vendor shall write these procedures and submit
them to the client for written approval prior to carrying out the tests.

The Vendor shall be required to undertake the testing and recording of all data in the
test documents, witnessed by the client (and/or their representatives or agents).

The equipment will be checked for its compliance with the specification. Testing shall
include, but not be limited to:

» Component check
Documentation check
Visual inspection

Verification of drawings

YV V V V

Dimensional check

> Functional checks.

Factory Acceptance Test procedures should include:-

> Accuracy/ performance test shall be done on full integrated line instead of
Separate single module.(If applicable)

> Description of item and function

» Checklist to show equipment properly installed, with services connected,
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equipment clean etc.

> Test equipment used and date of calibration

In the event of the equipment failing to comply with any of the approved test procedures
the Vendor shall, at their own expense, make such alterations and modifications to the
equipment as are necessary, following an agreed Change Control Procedure. The test
procedure(s) shall then be repeated to verify that the equipment meets the Design and
Specification. The costs of any such repeat testing, including all expenses incurred by
client Inspection Team, shall be borne by the Vendor.

Only after satisfactory testing may the equipment be packed and dispatched. The
approval of the Factory Acceptance Tests shall not constitute acceptance of the
equipment.

5.12.2 SAT

The Vendor shall be responsible for checking the equipment installation, performing the
start-up, and commissioning the equipment to agreed Site Acceptance Procedures. The
Vendor shall write these procedures and submit them to Client for approval prior to
carrying out the tests.

Testing shall include inspection of the installation to check that the equipment has been
installed correctly and is the equipment specified. It shall also demonstrate that the
equipment will operate as intended throughout all anticipated operating ranges. If
applicable the testing will include a repeat of the containment level tests as required
during the FAT.

It will be the Vendor’s responsibility to ensure that the equipment conforms to the test
procedures, and if a failure occurs, to make such modifications as may be necessary,
and to re-test the equipment to prove that the equipment meets the requirements. Any
modifications shall be subject to an agreed Change Control Procedure. All expenses of
such re-testing shall be borne by the Vendor.

Site Acceptance Test Procedures should include:-

Description of item and its function

Reference to manuals, guidelines, etc., required to carry out a test
Test equipment used, and date of calibration

Test objectives, methods, and acceptance criteria

Test results

YV V V V V VYV V

Conclusions, including a clear statement of whether the item has been
successfully qualified, or not.

6.0 Technical Requirement

6.1 Basic Technical Requirement
6.1.1  The layout must be taken into account when determining the layouts of the units.
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6.1.2 A proposal of a possible installation layout should be added to the documentation.

6.1.3 The manufacturer has to give the clear details on the total weight, capacity and dimension
of the equipment.

6.1.4 The heat given off by the unit must be stated (inside the room and through exhaust).

6.1.5 The construction of the complete system should be described in the documentation in
detail.

6.2 Level of Automation

6.2.1 The equipment should operate with minimum operator involvement. The equipment
control panel must be provided with a Human machine interface based on English
language with appropriate number of recipe of process parameters.

6.2.2 The equipment should control automatically all critical parameters and detect failure mode
automatically. Critical process parameters and failure modes are listed in the respective
URS's.

6.2.3 Human machine interface must be used to enter the process details, which should appear
in the print out. Print out must provide results of all critical process parameters and failure
alarms.

7.0 Transport, Packaging and storage

71 Delivery to site in presence of the Vendor’s representative. Vendor’s representative to
ensure proper unloading and safe placement of the equipment with client’s consent at site.

7.2 Packaging and shipping of the equipment must take place only after written approval of
the FAT. Release is given after inspection in the factory proving unobjectionable condition
of the system.

7.3 The vendor is responsible for installation. Installation to be coordinated with the client's
commissioning supervisor.

7.4 The freight and placement of equipment at site should be under the vendor’s
representative supervision. In this aspect, Vendor to depute an engineer who will be at
site to oversee the unloading, placement of the equipment in the safe area within the
client’s place.

7.5 Making necessary transport and lifting equipment available on site will be in equipment
vendor scope.

7.6 Protection against tilting and sliding must be provided.

7.7 Transport packaging/identification
Identification of transport packaging in clear lettering (indelible and water proof), font height
min. 100 mm with following contents:
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e Manufacturer/vendor of system
e Contact person principal

e  Contact person vendor

7.8 The installation date agreed in the contract must be strictly followed.

8.0 Good Engineering Practices Requirements

8.1 Equipment must be fabricated following all Good Engineering Practices. The vendor’s Quality
System must follow applicable national or international standards, such as 1ISO 9000. Internal
quality procedures shall be available for the User’s review.

8.2 The Vendor shall provide a Quality and Project Plan as part of their proposal.

8.3 The Vendor shall provide a Project Manager/Responsible person for the project to provide a
single communication point with the User.

8.4 Vendor must generate all applicable documents during all phases of equipment fabrication i.e.

design, fabrication, testing and shipment as per applicable standards e.g. GAMP.

8.5 All sensors, controllers, PLC, transmitters, indicators and any other controller or indicators to
read, print or control any of the parameter, will have to be calibrated, traceable to national or
international standard. Original calibration certificate along with traceability to be submitted by
vendor in their IQ file.

8.6 All material of construction should have test certificates.

8.7 Vendor must generate and provide all specifications and test certificates of software used in
the equipment control and/or monitoring system.

9.0 Abbreviation

Terms Abbrevation
AlS| American Iron and Steel Institute
(US standardisation authority)
ASME American Society of Mechanical Engineers
(US standardisation authority)
CFR Code of Federal Regulation (US)
CIP Cleaning In Place
CR Change Request
EDR Enhanced Design Review
DN Nominal Diameter
EHEDG European Hygienic Engineering & Design Group
EN European Norm
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FDA Food and Drug Administration (US)
GMP / cGMP Good Manufacturing Practice / current GMP
HVAC Heating, Ventilation and Air Conditioning
IRS Installation Requirement Specification
ISPE International Society for Pharmaceutical Engineering
P&ID Piping and Instrumentation Diagram
UNS Unified Numbering System (metallurgy)
URS User Requirement Specification
USP United States Pharmacopoeia
WPS Welding Procedure Specification

10.0 Definitions

Term Definition
C-marked Requirements that by requirement classification are assessed to be verified and
requirements documented by “Commissioning”.

Used here as a practical term for all materials/substances that are handled in the
Media systems, i.e. materials / substances having direct or indirect contact with the product.
It is typically liquids, but can also be gasses and solid substances.

Systems which directly support the process operations. These systems do not have
Process Support | contact with product or media in "process systems", but affect process operations,
Systems (such as heating, cooling or vacuum) or they deal with a side effect of the process,
such as an air emission or a liquid waste [ISPE BPC].

A unique, unambiguous number identifying a technical installation location for
instruments and equipment/components. The installation location is physically
Tag marked with the tag.

Note: instruments typically also have an ”ID No”, which is independent of installation
location (i.e. Tag # ID No). ID No is used to ensure a traceable calibration.

Technical A person from external company who has the necessary, documented skills,
Discipline qualifications and/or experience to be able to make sound engineering and scientific
Specialist assessments within the relevant technical area.

Systems that do not have contact with the product or media in "process systems".
Utility systems They are generally site- or building-wide systems that are not tailored to a specific
process. For example plant steam and potable water [ISPE BPC].

11.0 References

Ref. Title

1. ASME — Bio-processing Equipment — 2004 (or later version) [ASME BPE]
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2. AWS D18.2 Guide to Weld Discoloration Levels on the Inside of Austenitic

3. Stainless Steel Tube (American Welding Society) [AWS]

4. Force Institute, Reference colour charts Report 94.34, chart 1 or 2 level C [Force]

5. FDA — Guide to inspection of high purity water systems, July 1993 [FDA Water]

6. ISPE Baseline Guide: Vol. 5, Commissioning and Qualification [ISPE C&Q]
7. ICH Q7 Good Manufacturing Practice for Active Pharmaceutical Ingredients[ICH Q7]
8. ISPE Baseline Guide: Vol. 1, Bulk Pharmaceutical Chemicals [ISPE BPC]

9. FDA — Code of Federal Regulations, Title 21 [FDA 21 CFR]

10. EU Directives 2001/83/EC and 2001/82/EC

Revision index

Revision Date Reason for revision
00 03-02-2014 First draft
01 13-02-2014 Updated as per comments given by HBL on 13-02-2014 by email
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